DIRECTORATE GENERAL
HEALTH SERVICES PUNJAB
24-COOPER ROAD, LAHORE

Primary & Secondary
Healthcare Department

Phone No.: +$924299201145 Purchase Cell E-mail: pcdghslahore@gmail.com

PRE-QUALIFICATION EVALUATION REPORT PREQUALIFICATION OF MANUFACTURING UNITS AND SOLE AGENTS OF
FOREIGN PRINCIPALS FOR MEDICAL DEVICES 2020-2021 FOR DGHS, P&SHD.

Director General Health Services, Punjab, Primary and Secondary Healthcare Department, invited applications for prequalification of Manufacturing
Units & Sole Agents of Foreign Principals for Medical Devices through advertisement in national press on 19-09-2020 & websites of P&SHD, DGHS and
Punjab Procurement Regularity Authority. Upon request of prospective firms, a corrigendum was published on 07-10-2020 and date was extended for
online submission till 21-10-2020 and for hard copy submission till 23.10.2020. In response thereto, 50 applications were received and opened on 23-10-
2020 and forwarded to convener Prequalification Technical Evaluation Committee vide ref No. 10863-66/PC dated: 23-10-2020. To execute and finalize
this Prequalification Process effectively and efficiently, the department notified a committee for scrutinizing the applications. The committee started

evaluation of the applications and finalized in meeting of prequalification committee on 13-11-2020.

Following members of Grievance Redressal Committee attended the meeting:

Sr. No. Participants
1. Director Health Services (EPI), 0/o DGHS Punjab Chairman/Convener
2. Additional Director CD&EPC, O/o DGHS Punjab Member
3. Secretary, Provincial Quality Control Board (PQCB), Lahore Member
4. Director, Drugs Testing Laboratory (DTL), Lahore Member
5. Chief Executive Officer, District Health Authority, Lahore Member
6. Chief Executive Officer, District Health Authority, Sheikhupura Member
7. Chief Executive Officer, District Health Authority, Nankana Sahib Member
8. Chief Executive Officer, District Health Authority, Kasur Member
9. Chief Executive Officer, District Health Authority, Okara Member
10. Chief Executive Officer, District Health Authority, Chakwal Member
11. | District Manager Punjab Health Facilities Management Company (PHFMC) Member
12. | Deputy Director Pharmacy, 0/o DGHS Punjab Member
13. | Pre-qualification Specialist (Medicine) P&SHD Punjab Member
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Sr. No. Participants
14. | Tender Coordination Officer (Medicine) P&SHD Punjab Member
15. | Logistic Officer Hepatitis Prevention & Infection Control Program Member

The prequalification committee scrutinized and examined the prequalification documents of applicant firms.

The committee after detailed scrutiny/examination of the reports, discussion with the Convener/Members and due deliberation decided the status
of the prequalification of Manufacturing Unit (s)/ Foreign Principal(s) and the quoted item(s). The prequalification evaluation report is attached as
annexure is subject to the following conditions;

L.

il.

iil.

iv.

The prequalification of all quoted products is subject to the conformance of the product’s specification with the specifications
advertised/required later in the bidding documents/RFP during bidding process.

In addition to the condition (i), the prequalification of all imported product is subject to the conformance of International Quality Standards
& Certification of the product/manufacturer which will be included in the tender specification.

The Pre-Qualification is valid for the financial year 2020-21 and Technical and Financial Proposals will be called from the Prequalified Firms.
It is mandatory for the prequalified firms to participate in the bidding/RFP process for the prequalified Item(s) as & when required by DGHS
and procuring agency like DHAs, PHFMC and all Vertical Programs. In case of non-participation, the department may suspend/cancel the
prequalification of Firm/Section/Product.

The detailed reasons of non-prequalification (Disqualification) can be viewed and downloaded from Department & PPRA Web site. In case of
future addition in formulary the qualification against prequalified section and items of different strengths will be considered prequalified
subject to fulfillment of criteria of prequalification and bidding. The item-wise results of prequalification are as under.

M/s Silver Surgical complex provided false, fabricated, materially incorrect information on affidavit that:

“That [/we, that deponent, do hereby confirms that not any punitive action by PQCB since 01-01-2019".

However, on contrary Provincial Quality Control Board (PQCB) vid order PQCB/R-340-06/2016 dated 30-9-2019 unanimously decided to
turn down the request of review and upheld its decision of prosecution against the accused M/s Silver Surgical Complex (Pvt) Ltd
Superhighway Industrial area Karachi in the Drug Court for the offence of:

a) Manufacturing for Sale/ Stocking for sale of Misbranded and Substandard Drugs.

b) Issuance of false warranty (Order is Attached).

Keeping in view forgoing facts. Technical Evaluation committee recommends that procuring agency may initiate blacklisting proceeding
against M/s Silver Surgical Complex for “fraudulent practice and misrepresentation of facts against the Prequalification document Clause
2(2.1) Il as per PPR 2014 Rule 21 (d).

Note: Aggrieved firms (if any) must submit their grievance online (online submission is mandatory) through respective login ID of PQOD as well as hard
copy not latter than23-11-2020 till 05:00 PM at Purchase Cell, DGHS.

Page 2 of 2



PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

DIRECTORATE GENERAL HEALTH SERVICES, PUNJAB
PRE-QUALIFICATION EVALUATION REPORT OF MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPLE OF MEDICAL DEVICES FOR THE FY 2020-21

Company
Name

Item wise Reason of Rejection

Sr# Inquiry No Generic Quoted Brand  Strength Pack Size Mfg By Mfg For Result Firm Wise Reasons Of Rejection Status

The quoted item did not comply with Quality
Compliance Standards (EMA/JMHLW/US

GMP of quoted item section not qualified; FDA/prequalified by WHO); Valid DRC/ Device
product ’ s valid CE/UNFPA/IMHLW/US FDA Enlistment certificate not attached; Quoted
approval certification or prequalification by product is not tried and tested in local
WHO; Minimum financial turnover is less environment for at least three years (2019)
Lifemed Face 3IN-Lifemed - Lahore - than Rs.300 Million Tax Return of FY 2018-19
1 35 3N-Lifemed Face Mask Surgical Mask 50 per box 50 3N-Lifemed - Lahore - Pakistan Pakistan Not Qualified is forged; Building fitness certificate issued by| Not Prequalified

concerned authority or Layout plan approved
by concerned Development Authority/ Town|
Municipal Authority/DRAP not attached;
Form-29 issued by SECP/ Form C/ Sole|
proprietorship not attached

WEGO Not Qualified

Prolene . .
Financial Turnoveras | . . . .
Polypropyle Minimum financial turnover is less than

Foosin Medical Supplies Inc | Foosin Medical Supplies well as bank
R PP ) PP Rs.300 Million, Bank statement of 2019-20 is| Not Prequalified
,ltd. China Inc .,Itd. China statement
e not attached.
verification
required

AKRAM Poly propylene Size 1,
BROTHERS & | 40mm 1/2 circle RB ne Size 1,

WEGO Prolene

Pol |
co Needle CYPTOPYIENE | 4omm 1/2
Circle

Round Body|
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Sr # Inquiry No Generic Quoted Brand  Strength

WEGO
Prolene

Polypropyle

WEGO Prolene |ne Size 2/0,
Polypropylene 60mm
Straight
Cutting
Needle

AKRAM Poly propylene,Size
BROTHERS & | 2/0,60mm Straight
co Cutting needle (SCN)

WEGO
Chromic
WEGO Chromic | Catgut Size
Catgut 1,40mm
1/2 Circle
Round Body|

Catgut Chromic,Size 1,
BROTHERS & | with 40mm Intestinal
RB Needle

Pack Size

Item wise Reason of Rejection

Mfg For Firm Wise Reasons Of Rejection

Not Qualified

Financial Turnoveras | . . . .
Minimum financial turnover is less than|
well as bank

Rs.300 Million, Bank statement of 2019-20 is| Not Prequalified
statement
e not attached.
verification

required

Foosin Medical Supplies Inc
,Itd. China

Foosin Medical Supplies
Inc .,Itd. China

The quoted item did not comply with Quality
Compliance Standards (EMA/JMHLW/US
FDA/prequalified by WHO)

Not Qualified

Financial Turnoveras | . . . .
Minimum financial turnover is less than
well as bank

Rs.300 Million, Bank statement of 2019-20 is| Not Prequalified
statement
e not attached.
verification

required

Foosin Medical Supplies Inc
,ltd. China

Foosin Medical Supplies
Inc .,Itd. China
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13

Inquiry No

53

Company
Name

AKRAM
BROTHERS &
co

AKRAM

BROTHERS &
co

AKRAM
BROTHERS &
co

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Polyglactin/
Polyglycolic acid,size
2/0,30mm, 1/2 Circle

Round Body needle

Catgut Chromic,Size
1,40mm,curved
Needle

Black Silk,2/0,30mm
1/2 circle roud body
needle

WEGO PGA
Polyglycolic
Acid/ WEGO
PGLA Poly Lactic
co Glycolic Acid
910

WEGO Chromic
Catgut

WEGO Black
Braided Silk

WEGO PGA
Polyglycolic

Round Body|

Strength

Acid Size
2/0, 30mm
1/2 Circle

WEGO
PGLA Poly
Lactic co
Glycolic
Acid Size
2/0, 30mm
1/2 Circle
Round Body|

WEGO
Chromic
Catgut Size
1,40mm
Curved
Needle

WEGO
Black
Braided Silk
Size 2/0,
30mm, 1/2
Circle
Round Body|

Pack Size

12

12

Foosin Medical Supplies Inc
LItd. China

Foosin Medical Supplies Inc
,ltd. China

Foosin Medical Supplies Inc
LItd. China

Mfg For

Foosin Medical Supplies
Inc .,Itd. China

Foosin Medical Supplies
Inc ., Itd. China

Foosin Medical Supplies
Inc ., Itd. China

Firm Wise Reasons Of Rejection

Not Qualified
Financial Turnover as
well as bank
statement
verification
required

Not Qualified
Financial Turnover as
well as bank
statement
verification
required

Not Qualified
Financial Turnover as
well as bank
statement
verification
required

Minimum financial turnover is less than|
Rs.300 Million, Bank statement of 2019-20 is
not attached.

Minimum financial turnover is less than|
Rs.300 Million, Bank statement of 2019-20 is
not attached.

Minimum financial turnover is less than|
Rs.300 Million, Bank statement of 2019-20 is
not attached.

Status

Not Prequalified

Item wise Reason of Rejection

Not Prequalified

Not Prequalified

The quoted item did not comply with Quality
Compliance Standards (EMA/JMHLW/US
FDA/prequalified by WHO)

Page 3 0f48




15

17

21

Inquiry No

56

40

Company
Name

AKRAM
BROTHERS &
co

AL-HAMD
ENTERPRISES

AL-HAMD
ENTERPRISES

AL-HAMD
ENTERPRISES

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Black Silk ,Size
2/0,60mm straight
cutting needle

Sterile Surgical Gloves
Pairs6%,7,7%
(Powdered)

1.V Cannula

with/without Injection

Port with Integrated
Closing Cone Sterile
Pack 24G

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 20G

Quoted Brand

WEGO Black
Braided Silk

Surgitex

Farcocath

Farcocath

Strength

WEGO
Black
Braided Silk
Size 2/0,
60mm
Straight
Cutting
Needle

6.5,7,7.5,

20G

Pack Size

12

50

50

Foosin Medical Supplies Inc
LItd. China

Suzhou Colour-way New
Material Co., Ltd

Farcomake for Advanced
Medical Industries

Farcomake for Advanced
Medical Industries

Mfg For

Not Qualified
Financial Turnover as
Foosin Medical Supplies well as bank

Inc .,Itd. China statement
verification
required

AL-Hamd Enterprises Not Qualified

AL-Hamd Enterprises Qualified

AL-Hamd Enterprises Qualified

Firm Wise Reasons Of Rejection

Minimum financial turnover is less than|
Rs.300 Million, Bank statement of 2019-20 is
not attached.

Name of Principle is different in documents

Status

Not Prequalified

Not Prequalified

Prequalified

Prequalified

Item wise Reason of Rejection

Name of Principle is different in documents
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Sr#

27

Inquiry No

30

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Generic Quoted Brand

Amson Auto Disable (AD)/re-
Vaccines and | use prevention (RUP)
Pharma Syringe 1ml with
(Private) Ltd | needle (Blister Pack)

Apple K1 Auto
Disable Syringe 1
ml

Auto Disable (AD)/re-
Vaccines and | use prevention (RUP)

Amson
Apple K1Auto

Disable Syringe

Pharma 0.5ml

(Private) Ltd

Syringe 0.5ml with
needle (Blister Pack)

Amson Disposable syringe
Vaccines and P . Vring Apple Disposable
Sml with needle. i
Pharma Syringe 5 ml

(Private) Ltd (Blister pack)

Strength

5ml

Pack Size

100

Amson Vaccines and Pharma
(Pvt) Ltd. Islamabad, Pakistan

Amson Vaccines and Pharma
(Pvt) Ltd. Islamabad, Pakistan

Amson Vaccines and Pharma
(Pvt) Ltd. Islamabad, Pakistan

Mfg For

Amson Vaccines and
Pharma (Pvt) Ltd.
Islamabad, Pakistan

Qualified

Amson Vaccines and
Pharma (Pvt) Ltd.
Islamabad, Pakistan

Qualified

Amson Vaccines and
Pharma (Pvt) Ltd.
Islamabad, Pakistan

Qualified

Firm Wise Reasons Of Rejection

Item wise Reason of Rejection

Enlistment not attached; Testing report of any
WHO accredited laboratory not attached

Not Prequalified

Prequalified

Prequalified
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Inquiry No

Company
Name

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Quoted Brand

Strength

Pack Size

Mfg For

Firm Wise Reasons Of Rejection

Status

Item wise Reason of Rejection

29

31

25

51

Amson
Vaccines and
Pharma
(Private) Ltd

ANWAR &
SONS

Disposable syringe
10ml with needle.
(Blister pack)

Poly propylene,Size
2/0,60mm Straight
Cutting needle (SCN)

Apple Disposable
Syringe 10ml

SMI AG Belgium

10 ml

2/0

100

12

Amson Vaccines and Pharma

(Pvt) Ltd. Islamabad, Pakistan

SMI BELGIUM

Amson Vaccines and
Pharma (Pvt) Ltd.
Islamabad, Pakistan

SMI BELGIUM

Qualified

Not Qualified

PQD Application Not submitted

Prequalified

Not Prequalified

PQD Application Not submitted

33

35

37

53

49

60

ANWAR &
SONS

ANWAR &
SONS

APSTA
International

Polyglactin/
Polyglycolic acid,size
2/0,30mm, 1/2 Circle
Round Body needle

Poly propylene Size 1,
40mm 1/2 circle RB
Needle

Surface Disinfectant
Solution Of
appropriate
composition

SMI AG Belgium

SMI AG Belgium

Alpha Guard

2/0

25g.
polyhexam
ethylenebig

uanide
hydrochlori

de 8g.
didecyldime;
thylamoniu
mchloride

12

12

14

SMI BELGIUM

SMI BELGIUM

Laboratorium Dr.Deppe

SMI BELGIUM

SMI BELGIUM

Laboratorium Dr.Deppe

Not Qualified

Not Qualified

Not Qualified

PQD Application Not submitted

PQD Application Not submitted

clause 7 and dclause 8: certificate not
provided from mentioned relevant bodies
clause 11: Annual financial turnover is less
than 300 million

clausel5:separate undertaking not provided
clause9:address of warehouse not mentioned
on undertaking

Not Prequalified

Not Prequalified

Not Prequalified

PQD Application Not submitted

PQD Application Not submitted

clause 1: quality compliance standard certificate
not provided from notified bodies

clause 5:PO (Experience certificate )not provided
for year 2018&2019.

Clause 6: Incomplete undertaking is provided
clausel1:Address does not match on GD of
importer
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

. Item wise Reason of Rejection
Inquiry No

Generic Quoted Brand  Strength Pack Size Mfg For Firm Wise Reasons Of Rejection Status

ASTO Life Disposable syringe
Sciences 10ml with needle. |Becton Dickinson
Private Limited (Blister pack)

Becton Dickinson Holdings Pte Becton Dickinson

Ltd Holdings Pte Ltd Qualified Prequalified

ASTO Life Disposable syringe
Sciences S5ml with needle.  |Becton Dickinson
Private Limited (Blister pack)

Becton Dickinson Holdings Pte Becton Dickinson

i o B
Ltd Holdings Pte Ltd Qualified requalified

Quoted product is not tried and tested in local
. i f | h 2019);
Auto Disable (AD)/re- envnironment or at eastt. ree ye.a.rs( 019)
_ Copies of Goods Declaration certificates of
Becton Dickinson

use prevention (RUP) . . . . R
Becton Dickinson Becton Dickinson S.A Qualified Not Prequalified m
Syringe 2/3ml with e ekt Holdings Pte Ltd ualry qualified [quoted items of last three years not attached

needle (Blister Pack) (2019); Testing report of any WHO accredited
laboratory for (AD)/(RUP) syringes not attached.

ASTO Life
Sciences
Private Limited

Quoted product is not tried and tested in local
environment for at least three years (2019);

. X D ) .

Auto Disable (AD)/re- Copies of Goods Declaration certificates of

ASTO Life use prevention (RUP) Becton Dickinson quoted items of last three years not attached
45 5 Sciences p_ i Becton Dickinson Scc 100 Becton Dickinson S.A . Qualified Not Prequalified [(2019); Copies of Goods Declaration certificates
. o Syringe 5ml with Holdings Pte Ltd ;
Private Limited ) of quoted items of last three years not attached
needle (Blister Pack)

(2019); Testing report of any WHO accredited
laboratory for (AD)/(RUP) syringes not attached.
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53

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Inquiry No Generic Quoted Brand

Instrumental

s Disinfectant Solution
LABORATORIES K
Of appropriate

LIMITED e
composition

HiClean

B. Braun
Pakistan
Private Limited

I.V. Sets Sterile blister T
Intrafix Primeline
Pack

Discofix 3 Blue
With 10cm
Tubing LL

B. Braun
Pakistan
Private Limited

Three way stopper
with Tubing

B. Braun
55 Pakistan
Private Limited

Spinocan 18G,
20G, 22G, 23G,
25G, 266G & 27G

Spinal Needle Sterile
Packs All Sizes

Strength

18G, 20G,
22G, 23G,
25G, 26G &

27G

Pack Size

ATCO Laboratories Limited

B.Braun Melsungen AG

B.Braun Melsungen AG

B.Braun Medical Industries
SDN BHD

Mfg For

ATCO Laboratories
Limited

B.Braun Melsungen AG

B.Braun Melsungen AG

B.Braun Medical
Industries SDN BHD

Not Qualified

Qualified

Qualified

Qualified

Firm Wise Reasons Of Rejection

No separate undertakings of clause 19, 17
and 9 are available.

clause 8. The firm has not provided/attached
the product ’ s valid CE/UNFPA/JIMHLW/US|
FDA approval certification or prequalification
by WHO.

ISO certificate not provided

Not Prequalified

Prequalified

Prequalified

Prequalified
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Inquiry No

Company
Name

B. Braun
Pakistan
Private Limited

B. Braun
Pakistan
Private Limited

Bio Medics
Medical
System

Bio Medics
Medical
System

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

L.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 22G

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 18G

1.V Cannula with
Injection Port and
Integrated Closing
one Sterile Pack 22G

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 20G

Quoted Brand

Vasofix 22G
Vasofix 18G

IDEAL CARE

IDEAL CARE

Strength

G-22

G-20

Pack Size

B.Braun Medical Industries
SDN BHD

B.Braun Medical Industries
SDN BHD

Ideal Healthcare Sdn Bhd

Ideal Healthcare Sdn Bhd

Mfg For

B.Braun Medical
Industries SDN BHD

B.Braun Medical
Industries SDN BHD

Ideal Healthcare Sdn Bhd

Ideal Healthcare Sdn Bhd
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Qualified

Qualified

Not Qualified

Not Qualified

. . o It ise R f Rejecti
Firm Wise Reasons Of Rejection Status em wise Reason of Rejection

Prequalified

Prequalified

. . . GD and PO not Provided for last three years.
Annual financial turn over is less than X . i
300Million Undertaking of No punitive action from PQCB

Undertaking of Any conviction From Drug| Not Prequalified |not provided

Court is not provided.

GD and PO not Provided for last three years.
Undertaking of No punitive action from PQCB
Not Prequalified [not provided

Annual financial turn over is less than
300Million.

Undertaking of Any conviction From Drug]
Court is not provided.




Company

Inquiry No
s Name

Coral

Pharmaceutica

Is

Coral
Pharmaceutica
Is

Coral
Pharmaceutica
Is

Sr#
Coral
65 Pharmaceutica
Is

Coral
Pharmaceutica
Is

71 51

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Poly propylene Size 1,
40mm 1/2 circle RB
Needle

Catgut Chromic,Size
1,30mm,% Circle RB
Needle

Catgut
Chromic,Size2/0
,30mm, 1/2 Circle
Round Body needle

Polyglactin/
Polyglycolic acid, Size
1,40mm.1/2 Circle
Round Body needle

Poly propylene,Size
2/0,60mm Straight
Cutting needle (SCN)

Quoted Brand

Polypropylene

Chromic Gut

Chromic Gut

Biovek

Polypropylene

Strength Pack Size

Polypropyle
ne 140mm
1/2 CIR RBT

Chromic
Catgut

1x76cm 12
30mm 1/2
CIR RBT

Chromic
Catgut
2/0x76¢cm
30mm 1/2
CIR RBT

Polyglycolid
e 1x76cm
40mm 1/2

CIR RBT

Polypropyle
ne 2/0
60mm 12

Straight
Cutting

DYNEK PTY LTD

DYNEK PTY LTD

DYNEK PTY LTD

DYNEK PTY LTD

DYNEK PTY LTD

Mfg For

DYNEK PTY LTD

DYNEK PTY LTD

DYNEK PTY LTD

DYNEK PTY LTD

DYNEK PTY LTD

Not Qualified

Not Qualified

Not Qualified

Not Qualified

Not Qualified

Firm Wise Reasons Of Rejection Status

The annual turnover of the firm is less than

Not P lifi
300 Million rupees. ot Prequalified

The annual turnover of the firm is less than

300 Million rupees. Not Prequalified

The annual turnover of the firm is less than

300 Million rupees. Not Prequalified

The annual turnover of the firm is less than

Not P lified
300 Million rupees. ot Frequainie

The annual turnover of the firm is less than

Not P lified
300 Million rupees. ot Prequalitie

Item wise Reason of Rejection

No undertaking on stamp paper for clause no.
8,9 & 10. GD certificate for year 2018 & 2019 is
not provided. POs of the quoted item for the
relevant 3 years are not provided.

No undertaking on stamp paper for clause no.
8,9 & 10. GD certificate for year 2018 & 2019 is
not provided. POs of the quoted item for the
relevant 3 years are not provided.

No undertaking on stamp paper for clause no.
8,9 & 10. GD certificate for year 2018 & 2019 is
not provided. POs of the quoted item for the
relevant 3 years are not provided.

No undertaking on stamp paper for clause no.
8,9 & 10. GD certificate for year 2018 & 2019 is
not provided. POs of the quoted item for the
relevant 3 years are not provided.

No undertaking on stamp paper for clause no.
8,9 & 10. GD certificate for year 2018 & 2019 is
not provided. POs of the quoted item for the
relevant 3 years are not provided.
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Inquiry No Generic

Male Latex Condom
(UNFPA/WHO
prequalified)

DKT Pakistan
Private Limited

AV Fistula Needles
(Arterial+venous) with
fixed wings.
(Individually Sterile
Packed) size 16/17G.

Fresenius
Medical Care
Pakistan (Pvt.)
Ltd

Quoted Brand

-

Strength

Fistula
Needle
(Arterial +
Venous)
fixed wing
16G/17G

Fresenius

Mfg For

Thai Nippon Rubber Industry
Public Limited

Thai Nippon Rubber
Industry Public Limited

Fresenius Medical Care AG &
Co. KGaA 61346 Bad Homburg
Germany

Fresenius Medical Care
AG & Co. KGaA
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Not Qualified

Not Qualified

Firm Wise Reasons Of Rejection

The financial turnover is less than 300 Million|
rupees.

Relevant undertakings on stamp paper are
neither legalized nor notarized.

CE  certificate ~ of  NIPRO
(Manufacturer) Not provided

Thiland

Not Prequalified

Not Prequalified

Item wise Reason of Rejection

No DRC, GD certificates and POs of the quoted
item for relevant 3 years have been provided.
No undertakings for the quoted item on
legalized and notarized stamp paper have been
provided.

clause 1: Quality compliance standard
certificates not provided for manufacturing sites
in Thailand as mentioned on product enlistment
certificate




Company

Inquiry No
s Name

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Quoted Brand

Strength

Pack Size

Mfg For

Item wise Reason of Rejection

Firm Wise Reasons Of Rejection Status

Fresenius
Medical Care
Pakistan (Pvt.)
Ltd

77 7

Hakimsons
(Private)
Limited

Hakimsons
(Private)
Limited

Hakimsons
(Private)
Limited

83 64

AV Set Blood Tubing
Lining (6.3-6.6mm)
with one transducer
protector (Fluid
Barrier) & Pre-Pump
Arterial Pressure
Monitoring Line
(Individually Sterile
Packed).

Endotracheal tube (all

sizes) Sterile Packs
with cuff Set

Suction Catheter (All
Sizes)

Volumetric Chamber
(L.V Burette) Sterile
Packs 100ml size

Fresenius

Ningbo Mflab
Endotracheal
Tube-Cuffed

Ningbo Mflab

Suction Catheter

Ningbo Mflab

Burette Infusion

Set

Blood
Tubing Line
6.5mm with

one
transducer
protector

(Fluid

Barrier) &
pre-pump
arterial
pressure
monitoring
line

6,8,10,12,
14, 16, 18,
20, 22,24

100

100

Fresenius Medical Care AG &
Co. KGaA 61346 Bad Homburg
Germany

Ningbo Mflab Medical
Instruments Co., Ltd.

Ningbo Mflab Medical
Instruments Co., Ltd.

Ningbo Mflab Medical
Instruments Co., Ltd.

Fresenius Medical Care
AG & Co. KGaA

Ningbo Mflab Medical
Instruments Co., Ltd.

Ningbo Mflab Medical
Instruments Co., Ltd.

Ningbo Mflab Medical
Instruments Co., Ltd.

Qualified

Not Qualified

Not Qualified

Not Qualified

Prequalified

Drugs Sale License not provided.

FBR income tax return/sales Tax return
documents not provided.

Clause#19. Affidavit is not stamped by notary
public.

DRC Not provided.
Goods declaration certificate for the last three
Not Prequalified [year not attached.

Drugs Sale License not provided.

FBR income tax return/sales Tax return
documents not provided.

Clause#19. Affidavit is not stamped by notary
public.

DRC not provided

Not Prequalified

Drugs Sale License not provided.

FBR income tax return/sales Tax return
documents not provided.

Clause#19. Affidavit is not stamped by notary
public.

DRC not provided

not Prequalified
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89

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Inquiry No Generic

Foley’s catheter (all
sizes) Sterile Packs All
sizes

Hashir Surgical
Services

Volumetric Chamber
(L.V Burette) Sterile
Packs 100ml size

Hashir Surgical
Services

1.V Cannula with
Injection Port and
Integrated Closing
Cone Sterile Pack 22G

Hashir Surgical

41
Services

Quoted Brand

UROCATH

BIOSOFT

FAVOCATH

Strength

12FR to
20FR

G-22

Pack Size

50

Jiangxi Fenglin Medical
Technology Co., Ltd.

Jiangxi Fenglin Medical
Appliances Co., Ltd.

USM Healthcare Medical
Devices Factory JSC

Mfg For

Not Qualified
Financial Turnover as
well as bank
statement
verification
required

Jiangxi Fenglin Medical
Technology Co., Ltd.

Not Qualified
Financial Turnover as
well as bank
statement
verification
required

Jiangxi Fenglin Medical
Appliances Co., Ltd.

Not Qualified
Financial Turnover as

USM Healthcare Medical well as bank
Devices Factory JSC statement
verification
required

Firm Wise Reasons Of Rejection

Item wise Reason of Rejection
Status J

Quoted product is not tried and tested in local
environment for at least three years

Not Prequalified

Not Prequalified

Verification of GD & PO along with registration is
required.

Not Prequalified
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Sr# Inquiry No Generic Quoted Brand  Strength

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 18G

Hashir Surgical

. FAVOCATH
Services

G-

18,19,20,21

,22,23,25,2
7

Hashir Surgical
Services

Spinal Needle Sterile
Packs All Sizes

Hashir Surgical
Services

Suction Catheter (All
Sizes)

6,8,10,12,1

% 9 4,16,18

TOP

Pack Size

50

USM Healthcare Medical
Devices Factory JSC

Meditop Corporation

(Malaysia) Sdn. Bhd. (A wholly

owned subsidiary of TOP
Corporation Japan

Meditop Corporation

(Malaysia) Sdn. Bhd. (A wholly

owned subsidiary of TOP
Corporation Japan

Item wise Reason of Rejection

Mfg For Firm Wise Reasons Of Rejection Status

Verification of GD & PO along with registration is
Not Qualified required.
Financial Turnover as
well as bank
statement
verification

required

USM Healthcare Medical

Devices Factory JSC Not Prequalified

Valid quality Certificate not provided.
Not Qualified
Financial Turnover as
well as bank
statement
verification
required

Meditop Corporation
(Malaysia) Sdn. Bhd. (A
wholly owned subsidiary
of TOP Corporation Japan

Invalid CE certificate of Principle Meditop

Not P! lified
Corporation (Malaysia) Sdn. Bhd. ot Prequatitie

Valid quality Certificate not provided.

Not Qualified
Meditop Corporation | Financial Turnover as
(Malaysia) Sdn. Bhd. (A well as bank Invalid CE certificate of Principle Meditop|

Not Prequalified

wholly owned subsidiary statement Corporation (Malaysia) Sdn. Bhd.
of TOP Corporation Japan verification
required
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Company

Sr# Inquiry No
s Name

Hashir Surgical
Services

Hospital
Services &
Sales

Hospital
Services &
Sales

101 3

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Urine Bags Sterile
(2000ml) Packs

Auto Disable (AD)/re-
use prevention (RUP)
Syringe 1ml with
needle (Blister Pack)

Auto Disable (AD)/re-
use prevention (RUP)
Syringe 2/3ml with
needle (Blister Pack)

Quoted Brand

BIO BAG

Yushou

Strength

2000ML

Pack Size

100

Jiangsu Kangjin Medical
Instruments Co., Ltd

Wuxi Yuhsou Medical

Appliances Co., Ltd., China

Wauxi Yuhsou Medical

Appliances Co., Ltd., China

Item wise Reason of Rejection

Mfg For Firm Wise Reasons Of Rejection Status

Not Qualified
Financial Turnover as
well as bank
statement
verification
required

Expired 1SO 13485 of Principle Jiangsu Kangjin|
Medical Instruments Co., Ltd;

Jiangsu Kangjin Medical

Instruments Co., Ltd Not Prequalified

Quoted product is not tried and tested in local
environment for at least three years; Copies of
Goods Declaration certificates of quoted items
Not Prequalified [of last three years not attached; Testing report
China of any WHO accredited laboratory for
(AD)/(RUP) syringes not attached.

Wuxi Yuhsou Medical

Appliances Co., Ltd., Qualified

Quoted product is not tried and tested in local
environment for at least three years; Copies of
Goods Declaration certificates of quoted items
Wuxi .Yuhsou Medical " of last three years not attached; Testing report
Appllance§ Co, Ltd., Qualified of any WHO accredited laboratory for
China (AD)/(RUP) syringes not attached.

Not Prequalified
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Item wise Reason of Rejection

. Company | . : . eyt
Sr# Inquiry No Generic Quoted Brand Strength Pack Size Mfg For Firm Wise Reasons Of Rejection

Name

Registration of the quoted item not attached;
Undertaking for knock down clause 3,6,7,8,9 and
10 not as prescribed in PQD; Quoted product is

not tried and tested in local environment for at

Shanghai Kindly Enterprises Shanghai Kindly Annual finacial turn over documents not
YMS 2000m| 20 Development Group Co., Ltd. |Enterprises Development Not Qualified Not Prequalified least three years
China Group Co., Ltd. China attached Copies of Goods; Declaration certificates of

quoted items of last three years not attached

Hospital Supply|  Urine Bags Sterile

103 63
Corporation (2000ml) Packs

Undertaking for knock down clause 3,6,7,8,9 and
10 not as prescribed in PQD; Quoted product is|
not tried and tested in local environment for at

Shanghai Kindly Enterprises Shanghai Kind|
Hospital Supply| I.V. Sets Sterile blister gnat fincly pr . snat fincly . Annual finacial turn over documents not .. |least three years
105 43 R YMS AV 25 Development Group Co., Ltd. |Enterprises Development Not Qualified Not Prequalified . . .
Corporation Pack ) R attached Copies of Goods Declaration certificates of]
China Group Co., Ltd. China

quoted items of last three years not attached
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Sr#

Inquiry No

Company

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Quoted Brand

Strength Pack Size Mfg For

Firm Wise Reasons Of Rejection

Item wise Reason of Rejection

Status

107

24

Name

Hospital Supply|
Corporation

Hospital Supply|
Corporation

Hospital Supply|
Corporation

Disposable Insulin
Syringe 1ml with
needle (Blister Pack)

Disposable syringe
10ml with needle.
(Blister pack)

Disposable Syringe
3ml with needle.
(Blister pack)

YMS

Shanghai Kindly Enterprises
100 Development Group Co., Ltd.
China

Shanghai Kindly
Enterprises Development
Group Co., Ltd. China

100 Unit
Insulin

Shanghai Kindly Enterprises Shanghai Kindly
Development Group Co., Ltd. |Enterprises Development
China Group Co., Ltd. China

Shanghai Kindly Enterprises Shanghai Kindly
Development Group Co., Ltd. |Enterprises Development
China Group Co., Ltd. China

Page 17 of 48

Not Qualified

Not Qualified

Not Qualified

Annual finacial turn over documents not
attached

Annual finacial turn over documents not
attached

Annual finacial turn over documents not
attached

Undertaking for knock down clause 3,6,7,8,9 and
10 not as prescribed in PQD; Quoted product is|
not tried and tested in local environment for at
least three years

Copies of Goods Declaration certificates of]
quoted items of last three years not attached

Not Prequalified

Undertaking for knock down clause 3,6,7,8,9 and
10 not as prescribed in PQD;
Copies of Goods; Declaration certificates of

Not Prequalified | quoted items of last three years not attached

Undertaking for knock down clause 3,6,7,8,9 and
10 not as prescribed in PQD;

Copies of Goods; Declaration certificates of
Not Prequalified [quoted items of last three years not attached




. Company
1 N
nquiry No Name
IBL
HEALTHCARE
LIMITED

IBL
HEALTHCARE
LIMITED

IBL
HEALTHCARE
LIMITED

119 56 intra health

121 44 intra health

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Blood Transfusion Set
Sterile Packs

Nasogastric tube (all
sizes) Sterile Packs

Blood Bags Sterile
Packs 250ml single

Sterile Surgical Gloves
Pairs6%,7,7%
(Powdered)

Instrumental
Disinfectant Solution
Of appropriate
composition

Quoted Brand

KARI FLEX

ULTRAMED

Maxitex

TRIACID-N

Strength

6.5,7.0,7.5

1 Liter

Pack Size

50

10

Ultra for medical products-
Ultramed

Ultra for medical products-
Ultramed

Shandong Weigao Group
Medical Polymer Co. Ltd

ADVENTA HEALTH SDN BHD

ANTISEPTICA DR.HANS
JOACHIM MOLITOR GMBH

Mfg For

Ultra for medical
products-Ultramed

Ultra for medical
products-Ultramed

Shandong Weigao Group
Medical Polymer Co. Ltd

ADVENTA HEALTH SDN
BHD

ANTISEPTICA DR.HANS
JOACHIM MOLITOR
GMBH

Not Qualified

Not Qualified

Not Qualified

Qualified

Not Qualified

Firm Wise Reasons Of Rejection

Undertakings are not provided
notarized/legalized stamp paper

Undertakings are not provided
notarized/legalized stamp paper

Undertakings are not provided
notarized/legalized stamp paper

Item wise Reason of Rejection
Status J

Undertakings are not provided on notarzied
stamp paper.
Not Prequalified |PO and GD for last three years not provided.

Valid DRC /enlistment certificate not provided
Undertakings are not provided on notarzied

Not Prequalified [Stamp paper.
PO and GD for last three years not provided.

Undertakings are not provided on notarzied
stamp paper.
Not Prequalified [PO and GD for last three years not provided.

Prequalified

DRC not provided

Not Prequalified

123 14 intra health

Blood Transfusion Set
Sterile Packs

UNISON

18GX1/2"

15

WEIFANG KAWA MEDICAL
PRODUCTS. CO., LTD CHINA

WEIFANG KAWA

MEDICAL PRODUCTS.
CO., LTD CHINA

Qualified

Prequalified
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Sr#

Inquiry No

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company

Quoted Brand
Name

Generic

Strength

Urine Bags Sterile
(2000ml) Packs

Caps Surgical stranded
ENTERPRISES Ps Surg Size

Volumetric Chamber
(L.V Burette) Sterile
Packs 100ml size

KM
ENTERPRISES

Pack Size

WEIFANG KAWA MEDICAL
PRODUCTS. CO., LTD CHINA

Changzhou Medical Appliances
General Factory Co,Ltd

Changzhou Medical Appliances
General Factory Co,Ltd

Mfg For

WEIFANG KAWA
MEDICAL PRODUCTS.
CO., LTD CHINA

Changzhou Medical
Appliances General
Factory Co,Ltd

Changzhou Medical
Appliances General
Factory Co,Ltd

Page 19 of 48

Firm Wise Reasons Of Rejection

Not Qualified

Igbal and CVP Line (Double GD and PO not Provided for last three years.
127 21 Company Lumen) (For Dialysis) Meccomp 10/Case 10 Medcomp Medcomp Qualified Not Prequalified
KM Male Latex Condom WHO :o (;D certlflci:e:?d N: POs of;ellevant 3years
129 46 (UNFPA/WHO Carex 100 Karex Industries Sdn.BHD  |Karex Industries Sdn.BHD Qualified Not Prequalified | "3 Peen provided for the quoted item.
ENTERPRISES prequalified) Stranded

Qualified

Not Qualified CE certificate does not contain quoted item

Item wise Reason of Rejection
Status J

DRC not provided
Not Prequalified

DRC not provided.No Quality standard certificate
for the quoted item. No GD certificate and No

Not Prequalified [POs of relevant 3 years has been provided for
the quoted item.

No Quality standard certificate for the quoted
item. No GD certificate and No POs of relevant 3
Not Prequalified [years has been provided for the quoted item.



137

139

Inquiry No

28

Company
Name

KM
ENTERPRISES

KM
ENTERPRISES

KM
ENTERPRISES

KM
ENTERPRISES

KM
ENTERPRISES

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Auto Disable (AD)/re-
use prevention (RUP)
Syringe 1ml with
needle (Blister Pack)

Auto Disable (AD)/re-
use prevention (RUP)
Syringe 2/3ml with
needle (Blister Pack)

Disposable Syringe
3ml with needle.
(Blister pack)

Disposable syringe
10ml with needle.
(Blister pack)

Disposable Syringe
20ml with needle.
(Blister pack)

Quoted Brand

AMD

AMD

Strength

3ml

3ml

Pack Size

Changzhou Medical Appliances
General Factory Co,Ltd

Changzhou Medical Appliances

100
General Factory Co,Ltd

Changzhou Medical Appliances

100 General Factory Co,Ltd

Changzhou Medical Appliances
General Factory Co,Ltd

Changzhou Medical Appliances
General Factory Co,Ltd

Mfg For

Changzhou Medical
Appliances General
Factory Co,Ltd

Changzhou Medical
Appliances General
Factory Co,Ltd

Changzhou Medical
Appliances General
Factory Co,Ltd

Changzhou Medical
Appliances General
Factory Co,Ltd

Changzhou Medical
Appliances General
Factory Co,Ltd
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Not Qualified

Not Qualified

Qualified

Qualified

Qualified

Firm Wise Reasons Of Rejection

CE certificate does not contain quoted item

CE certificate does not contain quoted item

s Item wise Reason of Rejection
No Quality standard certificate for the quoted
item. No GD certificate and No POs of relevant 3
years has been provided for the quoted item. No
Not Prequalified | Testing report of any WHO accredited laboratory
has been provided.

No Quality standard certificate for the quoted
item No GD certificate and No POs of relevant 3
years has been provided for the quoted item. No
Not Prequalified [Testing report of any WHO accredited laboratory
has been provided.

No GD certificate and No POs of relevant 3 years

... |has been provided for the quoted item.
Not Prequalified

No GD certificate and No POs of relevant 3 years

.. |has been provided for the quoted item.
Not Prequalified

No GD certificate and No POs of relevant 3 years

Not Prequalified has been provided for the quoted item.




PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Sr# Inquiry No Generic Quoted Brand  Strength
L.V Cannula with

KM Injection Port and

ENTERPRISES Integrated Closing

Cone Sterile Pack 18G

Euro Flow

1.V Cannula with
KM Injection Port and
ENTERPRISES Integrated Closing
Cone Sterile Pack 22G

Euro-Flow

KM Examination Gloves

ENTERPRISES Latex (S.M.L) Maxpro

all sizes
tubing size
30cm

Lab Link
Enterprises

Scalp Vein Set Sterile | Nipro Scalp Vein

Disposable syringe
Sml with needle.
(Blister pack)

Lab Link
Enterprises

Nipro Disposable

1
3 30 Syringe 5cc

Disposable Syringe
20ml with needle.
(Blister pack)

Lab Link
Enterprises

Nipro Disposable

1 27
= Syringe 20cc

20ml

Pack Size

100

100

Item wise Reason of Rejection

Mfg For Firm Wise Reasons Of Rejection Status

No GD certificate and No POs of relevant 3 years
has been provided for the quoted item.

Euromed of medical
Not Prequalified

industries Qualified

Euromed of medical industries

No GD certificate and No POs of relevant 3 years
has been provided for the quoted item.
Not Prequalified

Euromed of medical

industries Qualified

Euromed of medical industries

SUPER MAX GLOVES

SUPER MAX GLOVES z:ﬁ,‘gi(:: 1SO 1:3'8)Fé':emflc:;:;of thec:fgiig LS;:?:iizzmﬁcate of the quoted item has
XpPI .
o o o
MANUFACTRING spN gD | ANUPETRING SO Not Qualified )| ANUFACTRING SON BDH Malaysia has been| ""°* Preaualified
expired.

clause 8:valid CE certificate of Nipro Thailand CEcertificate of Nipro thailand not provided
Nipro Corporation Japan Not Qualified not attached Not Prequalified

Qualified

Nipro (Thailand) Corporation
Limited

PT Nipro Indonesia Jaya Nipro Corporation Japan Prequalified

PT Nipro Indonesia Jaya PT Nipro Indonesia Jaya Qualified Prequalified
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Item wise Reason of Rejection

Mfg For Result Firm Wise Reasons Of Rejection Status

C
Inquiry No CIULELY Generic Quoted Brand  Strength Pack Size
Name
Lab Link Disposable syringe Nipro Disposable
25 10ml with needle. P P 10ml 100 PT Nipro Indonesia Jaya Nipro Corporation Japan

Enterprises Syringe 10cc
P (Blister pack) YTing

Qualified Prequalified

PO for the last three years not attached

1.V Cannula with
Lab Link Injection Port and | Nipro Wing Cath
En:erp:’ri]ses I:i:;::ed%lo:i:g pro 18I(:g 3 PT Nipro Indonesia Jaya Nipro Corporation Japan Qualified
Cone Sterile Pack 18G

Not Prequalified

PO for the last three years not attached

1.V Cannula with

Lab Link Injection Portand | Nipro Wing Cath . . . .
Enterprises Integrated Closing 26 22G 50 PT Nipro Indonesia Jaya Nipro Corporation Japan
Cone Sterile Pack 22G

161 41 Qualified Not Prequalified

Quoted product record of try and testing in local
environment for at least three years.
Ineligible item as per ITA 3.2 of PQD and also as

MaM IUCD (CU-T 380A) o o
163 45 Pharma UNFPA/WHO N/A 380A 1 HLL Lifecare Limited. HLL Lifecare Limited. Qualified Not Prequalified |Pe" APPlication Submission Form.
: Prequalified

GD for the last three years not provided

Not Qualified

. . clause 15: Undertaking not notarized.
Financial Turnover as|

Surface Disinfectant ) . .
clause 11: Annual financial turn over is less

Medinostic
Solution Of ChemGene Medimark Scientific  |well as bank|
165 60 Health Care . N/A 1 Medimark Scientific Limited i than 300 million. Not Prequalified
appropriate HLD4H Limited statement e
(Pvt.) Ltd. . o clause 9: Address of storage facility is not|
composition verification | R
R mentioned on undertaking
required
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Item wise Reason of Rejection

Compan
SEL Status

Name

Pack Size Mfg For Firm Wise Reasons Of Rejection

Generic Quoted Brand

Strength

Sr # Inquiry No

clause 2: DRC not provided
Clause 5: No PO (PUBLIC SECTOR)for past three

Not Qualified
Financial Turnover as|clause 15: Undertaking not notarized.

well as bank|clause 11: Annual financial turn over is less| year experience in public sector attached
Medinostic statement than 300 million. Clause 11: GD for year 2017 and 2018 not
167 15 Health Care Caps Surgical Pal N/A 100 Pal International Pal International verification clause 9: Address of storage facility is not| Not Prequalified |attached
(Pvt.) Ltd. required mentioned on undertaking

171

10

Muller &
Phipps
Pakistan (PVT)
LTD

Poly propylene Size 1,
40mm 1/2 circle RB
Needle

PROLENE

Nr":'i's;f‘ Black Silk,Size1,
301 , 1/2Circl MERSILK
Pakistan (PVT) mm, 1/2Circle
LTD round body needle

36

Johnson & Johnson Johnson & Johnson Qualified

Johnson & Johnson Johnson & Johnson Qualified

clause 12:pal international chamber of]
commerce document not attached

Not Prequalified

Not Prequalified

Quoted product is not tried and tested in local
environment for at least three years; Copies of
Goods Declaration certificates of quoted items
of last three years not attached; Undertaking of

“Any Spurious sample of quoted items” not
attached

Quoted product is not tried and tested in local
environment for at least three years; Copies of
Goods Declaration certificates of quoted items
of last three years not attached; Undertaking of
“Any Spurious sample of quoted items” not
attached
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Sr# Inquiry No Generic Quoted Brand

Muller & Polyglactin/
Phipps Polyglycolic acid,size
Pakistan (PVT) | 2/0,30mm, 1/2 Circle
LTD Round Body needle

Coated Vicryl
Plus
Antibacterial

Hollow Fiber Dialyzer
(All Sizes) Individually
Sterile Packed (with
BTLand A.V Fistula
Needle Pair)

Nipro Medical
Pvt Ltd

AV Set Blood Tubing
Lining (6.3-6.6mm)
with one transducer
protector (Fluid
Barrier) & Pre-Pump
Arterial Pressure
Monitoring Line
(Individually Sterile
Packed).

Nipro Medical

177 7
Pvt Ltd

Nipro Set

Strength

6.35mm

Pack Size

26

Johnson & Johnson

Nipro Corporation Japan

PT. Nipro Indonesia JAYA

Mfg For

Johnson & Johnson

Nipro Corporation Japan

PT. Nipro Indonesia JAYA

Qualified

Not Qualified

Not Qualified

Firm Wise Reasons Of Rejection

Annual financial turn over is less than 300
million

Annual financial turn over is less than 300
million

Item wise Reason of Rejection
Status J

Quoted product is not tried and tested in local
environment for at least three years; Copies of
Goods Declaration certificates of quoted items
of last three years not attached; Undertaking of
“Any Spurious sample of quoted items” not
attached

Not Prequalified

PO & GD for last three years not provided.

Not Prequalified

PO & GD for last three years not provided.

Not Prequalified
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Sr#

179

Inquiry No

27

Company
Name

Nisa . SF

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Disposable Syringe
20ml with needle.
(Blister pack)

Quoted Brand

BM

Strength

20cc

Pack Size

50

Nisa.SF (Pvt) Ltd

Mfg For

Nisa.SF (Pvt) Ltd

Page 25 of 48

Not Qualified

Firm Wise Reasons Of Rejection

Clause 8:CE certificate not attached,Clause]
9:not legalized and address of storage facility|
not mentioned on undertaking, Clause
10:statment not correct(annexure A,B not
mentioned on undertaking), Clause 11:annual
financial turnover is less than 300 million
,bank statement is ok but not attested by
bank, Clause 13:building fitness certificate not|
issued by concerned authority, Clause 15:
Statment of undertaking isnot according to
PQD.

Not Prequalified

Item wise Reason of Rejection

Clause 1:QCS not attached,Clause 5:PO for last
three years not provided.




Company

Inquiry No
s Name

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Quoted Brand

Strength

Pack Size

Mfg For

Firm Wise Reasons Of Rejection

Status

Item wise Reason of Rejection

181

183

28 Nisa . SF

43 Nisa . SF

Disposable Syringe
3ml with needle.
(Blister pack)

1.V. Sets Sterile blister
Pack

150

100

Nisa.SF (Pvt) Ltd

Nisa.SF (Pvt) Ltd

Nisa.SF (Pvt) Ltd

Nisa.SF (Pvt) Ltd
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Not Qualified

Not Qualified

Clause 8:CE certificate not attached,Clause
9:not legalized and address of storage facility|
not mentioned on undertaking, Clause
10:statment not correct(annexure A,B not
mentioned on undertaking), Clause 11:annual
financial turnover is less than 300 million
,bank statement is ok but not attested by
bank, Clause 13:building fitness certificate not
issued by concerned authority, Clause 15:
Statment of undertaking isnot according to
PQD.

Clause 8:CE certificate not attached,Clause]
9:not legalized and address of storage facility
not mentioned on undertaking, Clause
10:statment not correct(annexure A,B not|
mentioned on undertaking), Clause 11:annual
financial turnover is less than 300 million
,bank statement is ok but not attested by
bank, Clause 13:building fitness certificate not|
issued by concerned authority, Clause 15:
Statment of undertaking isnot according to|
PQD.

Not Prequalified

Not Prequalified

Clause 1:QCS not attached,Clause 5:PO for last
three years not provided.

Clause 1:QCS not attached,Clause 5:PO for last
three years not provided.




191

Company

Inquiry No
s Name

Nisa Impex
(Private)
Limited

Nisa Impex
(Private)
Limited

Nisa Impex
(Private)
Limited

Nisa Impex
26 (Private)
Limited

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Auto Disable (AD)/re-
use prevention (RUP)
Syringe 1ml with
needle (Blister Pack)

Auto Disable (AD)/re-
use prevention (RUP)
Syringe 10ml with
needle (Blister Pack)

Disposable Insulin
Syringe 1ml with
needle (Blister Pack)

Disposable Syringe
1ml with needle
(Blister Pack)

Quoted Brand

NISA

Strength

lcc

Pack Size

100

Mfg By

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Mfg For

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Result

Not Qualified

Not Qualified

Not Qualified

Not Qualified

Firm Wise Reasons Of Rejection

clause 15. undertaking that none of its|
manufactured batch sample has been
declared Spurious/Adulterated since 2017
onward is not provide. only given for quoted
items and for last 2 years.

clause 15. undertaking that none of its|
manufactured batch sample has been

declared Spurious/Adulterated since 2017
onward is not provide. only given for quoted
items and for last 2 years.

clause 15. undertaking that none of its|
manufactured batch sample has been
declared Spurious/Adulterated since 2017
onward is not provide. only given for quoted
items and for last 2 years.

clause 15. undertaking that none of its|
manufactured batch sample has been
declared Spurious/Adulterated since 2017
onward is not provide. only given for quoted
items and for last 2 years.

Status

Not Prequalified

Not Prequalified

Not Prequalified

Not Prequalified

Item wise Reason of Rejection

No Testing report of any WHO accredited
laboratory for Auto-disable (AD)/re-use
prevention (RUP) syringes are available.
no PO and GD certificates are available

No Testing report of any WHO accredited
laboratory for Auto-disable (AD)/re-use
prevention (RUP) syringes are available.
no PO and GD certificates are available
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company

Sr# Inquiry No
s Name

Generic

Nisa Impex
(Private)
Limited

Disposable Syringe
3ml with needle.
(Blister pack)

Nisa Impex
(Private)
Limited

Disposable syringe
5ml with needle.
(Blister pack)

Sterile Surgical Gloves
Pairs6%,7,7%
(Powdered)

Noor
International

Quoted Brand

Intouch

Strength

0.65AQL

Pack Size

Mfg For

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Not Qualified

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Chengdu Xinjin Shifeng
Medical Apparatus &
Instrument Co.Ltd

Not Qualified

KOSSAN INTERNATIONAL SDN. [ KOSSAN INTERNATIONAL

SDN. BHD. { Not Qualified
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Item wise Reason of Rejection

Firm Wise Reasons Of Rejection Status

clause 15. undertaking that none of its|

manufactured batch sample has been

declared Spurious/Adulterated since 2017| Not Prequalified
onward is not provide. only given for quoted

items and for last 2 years.

clause 15. undertaking that none of its|

manufactured batch sample has been

declared Spurious/Adulterated since 2017| Not Prequalified
onward is not provide. only given for quoted

items and for last 2 years.

Copies of Goods Declaration certificates of
quoted items of last three years not attached;
Financial| Not Prequalified |Undertaking for knockdown clause 3,6,7,8,9 and

Expired 13485 of  Principle  Kossan|
International SDN. BHD.Annual

turnover is less than 300 million 10 not as prescribed in PQD




PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Sr# Inquiry No Generic Quoted Brand  Strength

Auto Disable (AD)/re-

Platinum use prevention (RUP)
Corporation Syringe 5ml with

needle (Blister Pack)

Auto Disable (AD)/re-

Platinum use prevention (RUP)
Corporation Syringe 2/3ml with
needle (Blister Pack)

POLYPROPY
LENE, 2-0,
26MM,
75CM, 1/2
CIRCLE,
TAPER
POINT,
BLUE

Popular Poly propylene,Size
International | 2/0, 30mm 1/2 circle Surgipro
(Pvt) Ltd RB Needle

Pack Size

Yangzhou Medline Industry
Co., Ltd. Yangzhou, China

Yangzhou Medline Industry
Co., Ltd. Yangzhou, China

Covidien AG

Mfg For

Yangzhou Medline
Industry Co., Ltd.
Yangzhou, China

Yangzhou Medline
Industry Co., Ltd.
Yangzhou, China

Covidien AG
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Not Qualified

Not Qualified

Qualified

Firm Wise Reasons Of Rejection

Minimum financial turnover is
Rs.300 Million

Minimum financial turnover is
Rs.300 Million

less than|

less than|

Status

Not Prequalified

Not Prequalified

Not Prequalified

Item wise Reason of Rejection

Quoted product is not tried and tested in local
environment for at least three years; Copies of
Goods Declaration certificates of quoted items
of last three years not attached; Testing report
of any WHO accredited laboratory for
(AD)/(RUP) syringes not attached

Quoted product is not tried and tested in local
environment for at least three years; Copies of
Goods Declaration certificates of quoted items
of last three years not attached; Testing report
of any WHO accredited laboratory for
(AD)/(RUP) syringes not attached

Quoted product is not tried and tested in local
environment for at least three years;
Undertaking for knockdown clause 7,8,9 and 10
not as prescribed in PQD




Inquiry No

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company

Generic
Name

Quoted Brand  Strength Pack Size

Mfg For Firm Wise Reasons Of Rejection Item wise Reason|ofiRejection

205

51

Popular Poly propylene,Size
International | 2/0,60mm Straight
(Pvt) Ltd Cutting needle (SCN)

Polyglactin/
Polyglycolic acid,size
2/0,30mm, 1/2 Circle
Round Body needle

Popular
International
(Pvt) Ltd

Popular Black Silk,2/0,30mm
International | 1/2 circle roud body
(Pvt) Ltd needle

POLYPROPY
LENE, 2-0,
60MM ,
75CM,
Surgipro STRAIGHT, 36
CONVENTIO|
NAL
CUTTING,
BLUE

Covidien AG

Quoted product is not tried and tested in local
environment for at least three years;
Undertaking for knockdown clause 7,8,9 and 10

not as prescribed in PQD
Covidien AG Qualified Not Prequalified

LACTOMER Quoted product is not tried and tested in local
9-1,2-0, environment for at least three years;
30MM, Undertaking for knockdown clause 7,8,9 and 10
75CM , 1/2 i i
Polysorb i(I:RCI'.E / Covidien AG Covidien AG Qualified Not Prequalified not as prescribed in PQD
TAPER
POINT,
VIOLET

SILK, 2-0, Quoted product is not tried and tested in local
30MM, environment for at least three years;
75CM, 1/2 Undertaking for knockdown clause 7,8,9 and 10
Sofsilk CIRCLE, Covidien AG Covidien AG Qualified Not Prequalified [not as prescribed in PQD
TAPER
POINT,
BLACK
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Inquiry No

Company
Name

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Strength

Pack Size

Mfg For

Firm Wise Reasons Of Rejection

Status

Item wise Reason of Rejection

213

215

Progressive
Corporation

RECKITT
BENCKISER
PAKISTAN
LIMITED

Silver Surgical
Complex (Pvt.)
Ltd

Hollow Fiber Dialyzer
(All Sizes) Individually
Sterile Packed (with
BTLand A.V Fistula
Needle Pair)

Surface Disinfectant
Solution Of
appropriate
composition

1.V Cannula
with/without Injection
Port with Integrated
Closing Cone Sterile
Pack 24G

Junkang

Dettol
Multisurface
Cleaner

SILVER

1.4/1.6/1.8
/2.0

BENZALKO
NIUM
CHLORIDE
80%,FTY
ALCHL
ETHXYLTE,7
EOC10-18
FT

24guage

1000

Suzhou Junkang Medical
Technology Co.,Ltd

Reckitt Benckiser Pakistan

Limited

Silver Surgical Complex (Pvt.)

Ltd, Karachi, Pakistan

Suzhou Junkang Medical
Technology Co.,Ltd

Reckitt Benckiser
Pakistan Limited

Silver Surgical Complex
(Pvt.) Ltd, Karachi,
Pakistan

Not Qualified

Not Qualified

Not Qualified

Minimum financial turnover is less than
Rs.300 Million, no relevant document;
attached; Valid registration of manufacturing|
firm with the chamber of commerce from
country of manufacture not attached

Clause #5 valid 1SO 13485 certificate is not

provided
Clause #8. Product ' s valid
CE/UNFPA/JMHLW/US FDA approval

certificate is not provided.
Clause #15. Undertaking is given for quoted
item only.

Valid 1SO 13485 from PNAC Approved
Body/NANDO database under the relevant|
European directive not attached; Product’s
valid CE/UNFPA/JMHLW/US FDA approval
certification or prequalification by WHO not|
attached.

Firm submitted false, fabricated, materially|
incorrect information on affidavit against|
knock down clause 10 of KNOCK DOWN
CRITERIA  (Quoted Product/Item  Wise)-
Manufacturer/Sole Agents-Medical Devices.

Not Prequalified

Not Prequalified

Not Prequalified

Quoted product is not tried and tested in local
environment for at least three years

Clause #1. Quality Compliance Standards
(CE/JIMHLWY/USFDA or prequalified by WHO
(Certificate) is not provided

Clause#2. Valid DRC/ device enlistment
certificate is not provided.

Clause #5 Quoted product purchase order for
last three years not provided.

The quoted item did not comply with Quality
Compliance Standards (EMA/JMHLW/US
FDA/prequalified by WHO); Undertaking of “Any
Spurious sample of quoted items”; Undertaking
for “Any Punitive Action Taken by DRAP since
(01-01-2019). (Punitive means, Prosecution
launched in drug court)”; Undertaking for “Any
Punitive Action Taken by PQCB since (01-01-
2019). (Punitive means, Prosecution launched in
drug court)” are not as prescribed in PQD
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Sr#

217

Inquiry No

40

Company
Name

Silver Surgical
Complex (Pvt.)
Ltd

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 20G

Quoted Brand

SILVER

Strength

20guage

Pack Size

Silver Surgical Complex (Pvt.)
Ltd, Karachi, Pakistan

Mfg For

Silver Surgical Complex
(Pvt.) Ltd, Karachi,
Pakistan
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Not Qualified

Firm Wise Reasons Of Rejection

Valid 1SO 13485 from PNAC Approved
Body/NANDO database under the relevant|
European directive not attached; Product’s
valid CE/UNFPA/JMHLW/US FDA approval
certification or prequalification by WHO not
attached.

Firm submitted false, fabricated, materially|
incorrect information on affidavit against|
knock down clause 10 of KNOCK DOWN
CRITERIA  (Quoted Product/ltem  Wise)-
Manufacturer/Sole Agents-Medical Devices.

Not Prequalified

Item wise Reason of Rejection

The quoted item did not comply with Quality
Compliance Standards (EMA/JMHLW/US
FDA/prequalified by WHO); Undertaking of “Any
Spurious sample of quoted items”; Undertaking
for “Any Punitive Action Taken by DRAP since
(01-01-2019). (Punitive means, Prosecution
launched in drug court)”; Undertaking for “Any
Punitive Action Taken by PQCB since (01-01-
2019). (Punitive means, Prosecution launched in
drug court)” are not as prescribed in PQD




Inquiry No

Company

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Strength

Pack Size

LG

Item wise Reason of Rejection

219 30

229 17

Name

Silver Surgical
Complex (Pvt.)
Ltd

Sind Medical
Stores

Sind Medical
Stores

Sind Medical
Stores

Sind Medical
Stores

Sind Medical
Stores

Disposable syringe
5ml with needle.
(Blister pack)

Disposable syringe
5ml with needle.
(Blister pack)

Disposable Syringe
20ml with needle.
(Blister pack)

Disposable Insulin
Syringe 1ml with
needle (Blister Pack)

Catgut
Chromic,Size2/0
,30mm, 1/2 Circle
Round Body needle

Catgut Chromic,Size
1,30mm,% Circle RB
Needle

SILVER

DemeGUT

DemeGUT

5ml

Size 2/0,
30mm 1/2
Circle RB

Size 1,
30mm 1/2
Circle RB

12

Silver Surgical Complex (Pvt.)
Ltd, Karachi, Pakistan

Wuxi Yushou Medical
Appliances Co., Ltd.

Wauxi Yushou Medical
Appliances Co., Ltd.

Wauxi Yushou Medical
Appliances Co., Ltd.

DemeTECH Corporation USA

DemeTECH Corporation USA

Mfg For

Silver Surgical Complex
(Pvt.) Ltd, Karachi,
Pakistan

Wuxi Yushou Medical
Appliances Co., Ltd.

Wauxi Yushou Medical
Appliances Co., Ltd.

Wauxi Yushou Medical
Appliances Co., Ltd.

DemeTECH Corporation
USA

DemeTECH Corporation
USA

Not Qualified

Qualified

Qualified

Qualified

Qualified

Qualified

Firm Wise Reasons Of Rejection

Valid 1SO 13485 from PNAC Approved
Body/NANDO database under the relevant
European directive not attached; Product’s
valid CE/UNFPA/JMHLW/US FDA approval
certification or prequalification by WHO not|
attached.

Firm submitted false, fabricated, materially|
incorrect information on affidavit against|
knock down clause 10 of KNOCK DOWN
CRITERIA  (Quoted Product/ltem  Wise)-
Manufacturer/Sole Agents-Medical Devices.

Status

Not Prequalified

Prequalified

Prequalified

Prequalified

Not Prequalified

Not Prequalified

The quoted item did not comply with Quality
Compliance Standards (EMA/JMHLW/US
FDA/prequalified by WHO); Undertaking of “Any
Spurious sample of quoted items”; Undertaking
for “Any Punitive Action Taken by DRAP since
(01-01-2019). (Punitive means, Prosecution
launched in drug court)”; Undertaking for “Any
Punitive Action Taken by PQCB since (01-01-
2019). (Punitive means, Prosecution launched in
drug court)” are not as prescribed in PQD

Clause #5 Quoted product purchase order for
last three years not provided.

Clause #11. Quoted product GD certificate for
last three year not provided.

Clause #5 Quoted product purchase order for
last three years not provided.
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Compan i jecti
Inquiry No pany Generic Quoted Brand  Strength Pack Size Mfg For Firm Wise Reasons Of Rejection T e (e @ e

Name

Poly propylene,Size size 2/0,
i i ; DemeTE i
231 51 Sind Medical |, ) comm Straight | DemelENE 60mm 12 DemeTECH Corporation Usa | DEMeTECH Corporation Qualified Prequalified
Stores ; Straight USA
Cutting needle (SCN) N
Cutting

Clause #11. Quoted product GD certificate for

Polyglactin/ Size 1 last three years not provided
Sind Medical | Polyglycolic acid, Size ! DemeTECH Corporation :
2 2 D RB 4 1/2 12 D TECH i A lifi Not P lifi
33 5 Stores 1,40mm.1/2 Circle emeSO 0omm 1/. emeTECH Corporation US USA Qualified ot Prequalified

Circle RB
Round Body needle rele

Size
Poly propylene Size 1,
Sind Medical 1,40mm DemeTECH Corporation
40mm 1/2 circle RB DemeLENE . DemeTECH Corporation USA P Qualified Prequalified
Stores 1/2 Circle USA
Needle
RB Heavy
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company
Name

Inquiry No Generic

Strength

Pack Size

Mfg For

Firm Wise Reasons Of Rejection

Status

Item wise Reason of Rejection

Surface Disinfectant

STANCOS Solution Of

237 60 (PRIVATE) appropriate
LIMITED ppropria

composition

LV. ile bli
SY'AH IMPEX Sets Sterile blister
Pack

Auto Disable (AD)/re-
use prevention (RUP)
Syringe 2/3ml with
needle (Blister Pack)

SY'AH IMPEX

Disposable Syringe
3ml with needle.
(Blister pack)

243 28 SY'AH IMPEX

1 Liter and

PRO-TECT
5 Liter

135cm
tube length

Shifa 3ml

Stancos Private Limited 19 Km,
1 Sheikhpura Faisalabad Road,
Sheikhpura-Pakistan

CHANGZHOU TONGDA
MEDICAL APPLIANCE CO LTD

CHANGZHOU TONGDA
MEDICAL APPLIANCE CO LTD

CHANGZHOU TONGDA

100 MEDICAL APPLIANCE CO LTD

Stancos Private Limited
19 Km, Sheikhpura
Faisalabad Road,
Sheikhpura-Pakistan

Not Qualified

CHANGZHOU TONGDA
MEDICAL APPLIANCE CO
LTD

Qualified

CHANGZHOU TONGDA
MEDICAL APPLIANCE CO
LTD

Qualified

CHANGZHOU TONGDA
MEDICAL APPLIANCE CO
LTD

Qualified

Valid DML/ License to Manufacture Medicall
Devices on form-3 not attached; Valid GMP
Certificate issued by DRAP not attached;
Valid ISO 13485 not attached; product’s valid
CE/UNFPA/JMHLW/US FDA approval
certification or prequalification by WHO not|
attached; Minimum financial turnover is less|
than Rs.300 Million; valid registration of]
manufacturing  firm  with  chamber of
commerce from country of manufacture not|
attached; building fitness certificate not|
attached; Undertaking of “ none of its
manufactured batch sample has been
declared Spurious/Adulterated since 2017
onward” not attached

Not Prequalified

Not Prequalified

Not Prequalified

Not Prequalified

Valid DRC/ Device Enlistment certificate not
attached; The quoted item did not comply with
Quality Compliance Standards (EMA/JMHLW/US
FDA/prequalified by WHO); Valid DRC/ Device
Enlistment certificate not attached; Quoted
product is not tried and tested in local
environment for at least three years;
Undertaking of “Any Spurious sample of quoted
items” not attached

DRC EXPIRED

DRC expired.

Quoted product is not tried and tested in local
environment for at least three years; Goods
Declaration certificates of quoted items of last
three years not attached

DRC EXPIRED
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Item wise Reason of Rejection

C
Inquiry No CIULELY Generic Quoted Brand  Strength Pack Size Mfg For Firm Wise Reasons Of Rejection Status

Name

DRC EXPIRED
X . Quoted product is not tried and tested in local
. Dlsposz?ble syringe ) CHANGZHOU TONGDA CHANGZHOU TONGDA » ... |environment for at least three years; Goods
245 30 SY'AH IMPEX ST;‘-N,I:h nees)le. Shifa Sml 100 MEDICAL APPLIANCE CO LTD MEDICAL AL:PDLIANCE co Qualified Not Prequalified Declaration certificates of quoted items of last
ister pac

three years not attached

247 27 SY'AH IMPEX %ﬁﬁﬁf:ﬁf Shifa 20ml 50 CHANGZHOU TONGDA J:SﬂiﬁgguTSNNciDcAo Qualified Not Prequalified RO EIPIRED
_ : MEDICAL APPLIANCE CO LTD quatirie
(Blister pack) LTD

Disposable syringe CHANGZHOU TONGDA
\ . CHANGZHOU TONGDA " e .
SY'AH IMPEX IOEE:i\sA;:r:aecek(;lle. MEDICAL APPLIANCE CO LTD MEDICAL A;;LIANCE co Qualified Not Prequalified [clause 5 PO of 2018 not provided.

DRC EXPIRED

Quoted product is not tried and tested in local

environment for at least three years; Goods
Qualified Not Prequalified | peclaration certificates of quoted items of last

three years not attached

1.V Cannula with
Injection Port and JIANGXI SANXIN MEDTEC CO | JIANGXI SANXIN MEDTEC
Integrated Closing

Cone Sterile Pack 20G

SY'AH IMPEX

DRC EXPIRED

with/without Injection Quoted product is not tried and tested in local
) JIANGXI SANXIN MEDTEC CO |JIANGXI SANXIN MEDTEC

253 42 SY'AH IMPEX | Port with Integrated Shifa 246 50 Qualified Not Prequalified |SnVironment for at least three years; Goods
. . LTD COLTD Declaration certificates of quoted items of last
Closing Cone Sterile

Pack 24G three years not attached

1.V Cannula
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Sr#

259

Inquiry No

27

Company

Name

SY'AH IMPEX

Tech Zone

Tech Zone

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Urine Bags Sterile
(2000ml) Packs

Disposable syringe
Sml with needle.
(Blister pack)

Disposable Syringe
20ml with needle.
(Blister pack)

Quoted Brand

Set (r) Inject

Set (r) Inject

Strength

2000ml

20 ml

Pack Size

100

Mfg For

CHANGZHOU YUEKANG
MEDICAL APPLIANCE CO
LTD EXPORTED BY
CHANGZHOU LIANJIE
IMP. & EXP CO

SET MEDIKAL SET MEDIKAL

SET MEDIKAL

CHANGZHOU YUEKANG
MEDICAL APPLIANCE CO LTD
EXPORTED BY CHANGZHOU

LIANJIE IMP. & EXP CO

SET MEDIKAL

Qualified

Not Qualified

Not Qualified

Firm Wise Reasons Of Rejection

Minimum financial turnover is less than
Rs.300 Million; Undertaking of “none of its
manufactured batch sample has been
declared Spurious/Adulterated since 2017
onward” not attached

Minimum financial turnover is less than|
Rs.300 Million; Undertaking of “none of its
manufactured batch sample has been
declared Spurious/Adulterated since 2017
onward” not attached

Item wise Reason of Rejection

DRC EXPIRED

Quoted product is not tried and tested in local
environment for at least three years; Copies of

Not Prequalified |Goods Declaration certificates of quoted items

of last three years not attached

Copies of Goods Declaration certificates of
quoted items of last three years not attached
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Sr#

261

Inquiry No

34

Company
Name

THE SEARLE
COMPANY
LIMITED

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Examination Gloves
Latex (S.M.L)

Quoted Brand

PROTIEX

Strength

small,
medium,lar
ge

Pack Size

TG Medical SDN. BHD.
Selangor, MALAYSIA

Mfg For

TG Medical SDN. BHD.
Selangor, MALAYSIA

Not Qualified

Firm Wise Reasons Of Rejection

Clause 3:Undertaking not legalized/notarized,
Clause 4:Not legalized/notarized Clause 9:Not
legalized/notarized and address of storage|
facility not mentioned on undertaking, Clause
10:Not legalized/notarized, Clause
12:chamber of commerce from country off
manufacture is inappropriate for Abu Dhabi
Medical Devices Co. LLC Clause 15:Non
compliance of firm wise knock down clause|
not legalized/notarized, Statement not
according to quoted specifications, Non|
compliance of Firm wise knock down clause|
No.15. Case No.P-293-3/2019 declared tablet
Byscard and nabivilol declared adulterated
and substandard by DTL LHR Clause 17:Not|
legalized/notarized, Statement not according|
to quoted specifications, Clause 19:Not
legalized/notarized

Not Prequalified

Item wise Reason of Rejection

Clause 3,6, 7, 8,9, 10: Not legalized / notarized
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Sr#

263

Inquiry No

41

Company
Name

THE SEARLE
COMPANY
LIMITED

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 22G

Quoted Brand

Medeco

Strength

22G

Pack Size

100

Abu Dhabi Medical Devices Co.
LLC

Mfg For

Abu Dhabi Medical
Devices Co. LLC

Not Qualified

Firm Wise Reasons Of Rejection

Clause 3:Undertaking not legalized/notarized,
Clause 4:Not legalized/notarized Clause 9:Not
legalized/notarized and address of storage
facility not mentioned on undertaking, Clause
10:Not legalized/notarized, Clause
12:chamber of commerce from country of
manufacture is inappropriate for Abu Dhabi
Medical Devices Co. LLC Clause 15:Non|
compliance of firm wise knock down clause
not legalized/notarized, Statement not|
according to quoted specifications, Non|
compliance of Firm wise knock down clause|
No.15. Case No.P-293-3/2019 declared tablet
Byscard and nabivilol declared adulterated|
and substandard by DTL LHR Clause 17:Not|
legalized/notarized, Statement not according|
to quoted specifications, Clause 19:Not
legalized/notarized

Not Prequalified

Item wise Reason of Rejection

Clause 3,6, 7, 8,9, 10: Not legalized / notarized
Clause 11: GD for 2018 and 2019 not attached.
Clause 5:experience for year 2018 not attached
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Sr#

265

Inquiry No

40

Company
Name

THE SEARLE
COMPANY
LIMITED

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 20G

Quoted Brand

Medeco

Strength

20G

Pack Size

100

Abu Dhabi Medical Devices Co.
LLC

Mfg For

Abu Dhabi Medical
Devices Co. LLC

Not Qualified

Firm Wise Reasons Of Rejection

Clause 3:Undertaking not legalized/notarized,
Clause 4:Not legalized/notarized Clause 9:Not
legalized/notarized and address of storage|
facility not mentioned on undertaking, Clause
10:Not legalized/notarized, Clause
12:chamber of commerce from country of]
manufacture is inappropriate for Abu Dhabi
Medical Devices Co. LLC Clause 15:Non
compliance of firm wise knock down clause|
not legalized/notarized, Statement not
according to quoted specifications, Non|
compliance of Firm wise knock down clause
No.15. Case No.P-293-3/2019 declared tablet|
Byscard and nabivilol declared adulterated
and substandard by DTL LHR Clause 17:Not|
legalized/notarized, Statement not according|
to quoted specifications, Clause 19:Not
legalized/notarized

Not Prequalified

Item wise Reason of Rejection

Clause 3, 6, 7, 8, 9, 10: Not legalized / notarized
Clause 11: GD for 2019 not attached. Clause
S:experience for year 2018 not attached
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Sr#

267

Inquiry No

24

Company
Name

THE SEARLE
COMPANY
LIMITED

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Disposable Insulin
Syringe 1ml with
needle (Blister Pack)

Quoted Brand

Medeco

Strength

31Gx8mm

Pack Size

100

Abu Dhabi Medical Devices Co.
LLC

Mfg For

Abu Dhabi Medical
Devices Co. LLC

Not Qualified

Firm Wise Reasons Of Rejection

Clause 3:Undertaking not legalized/notarized,
Clause 4:Not legalized/notarized Clause 9:Not
legalized/notarized and address of storage|
facility not mentioned on undertaking, Clause
10:Not legalized/notarized, Clause
12:chamber of commerce from country off
manufacture is inappropriate for Abu Dhabi
Medical Devices Co. LLC Clause 15:Non|
compliance of firm wise knock down clause|
not legalized/notarized, Statement not
according to quoted specifications, Non|
compliance of Firm wise knock down clause|
No.15. Case No.P-293-3/2019 declared tablet
Byscard and nabivilol declared adulterated
and substandard by DTL LHR Clause 17:Not|
legalized/notarized, Statement not according|
to quoted specifications, Clause 19:Not
legalized/notarized

Not Prequalified

Item wise Reason of Rejection

Clause 3,6, 7, 8,9, 10: Not legalized / notarized
Clause 5: PO for 2018 and 2019 not attached.
Clause 11: GD for 2019 not attached.
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Sr#

269

Inquiry No

30

Company
Name

THE SEARLE
COMPANY
LIMITED

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Disposable syringe
5ml with needle.
(Blister pack)

Quoted Brand

Medeco

Strength

23G/1"

Pack Size

100

Abu Dhabi Medical Devices Co.
LLC

Mfg For

Abu Dhabi Medical
Devices Co. LLC
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Not Qualified

Firm Wise Reasons Of Rejection

Clause 3:Undertaking not legalized/notarized,
Clause 4:Not legalized/notarized Clause 9:Not
legalized/notarized and address of storage|
facility not mentioned on undertaking, Clause
10:Not legalized/notarized, Clause
12:chamber of commerce from country off
manufacture is inappropriate for Abu Dhabi
Medical Devices Co. LLC Clause 15:Non
compliance of firm wise knock down clause|
not legalized/notarized, Statement not
according to quoted specifications, Non|
compliance of Firm wise knock down clause|
No.15. Case No.P-293-3/2019 declared tablet
Byscard and nabivilol declared adulterated
and substandard by DTL LHR Clause 17:Not|
legalized/notarized, Statement not according|
to quoted specifications, Clause 19:Not
legalized/notarized

Not Prequalified

Item wise Reason of Rejection

Clause 3,6, 7, 8,9, 10: Not legalized / notarized
Clause: PO for 2018 and 2019 not attached.
Clause 11: GD for 2019 not attached.




PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Compan i jecti

Inquiry No Na:')ne A/ Generic Quoted Brand  Strength Pack Size Mfg For Firm Wise Reasons Of Rejection T e (e @ e
Valid DRC/ Device Enlistment certificate not

Instrumental attached; Quoted product is not tried and tested

Total
Disinfectant Solution Bottle of 1 Borer Chemie Expired DSL; Minimum financial turnover is i l
Technologies Borer Chemie AG Borer Chemie Switzerland Not Qualified P - Not Prequalified inlocal enw.ronment foratleast t.hree ye.a.rs
less than Rs.300 Million (2017); Copies of Goods Declaration certificates

o Of appropriate liter Switzerland
(Pvt.) Limited - N
composition of quoted items of last three years not attached

GD Certificate not provided for last three years
ubL (VP Line (Double ARROW INTERNATIONAL INC. | ARROW INTERNATIONAL C':’(:’;Zeig‘ no undertaking on affidavit is
273 21 Distribution Lumen) (For Dialysis) ARROW 12FR (Subsidlary of TELEFLEX INC.) INC. (Subsidlary of Not Qualified Elause 15.3 only quoted items are declared Not Prequalified
Private Limited v USA. TELEFLEX INC.) USA. - only quoted
that those are not suporious/ adultrated

Valid DRC/ Device Enlistment certificate not
attached; Date of issuance of Sole Agency
Minimum financial turnover is less than ... |Agreement is less than one year till the date of
Not Prequalified o i X
submission of PQD; Quoted product is not tried
and tested in local environment for at least
three years; Copies of Goods Declaration

Instrumental

UNIPROM Disinfectant Solution . . . . . .
HEALTHCARE Of appropriate Virusolve+EDS Amity International Amity International Not Qualified Rs.300 Million

composition
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Company

Sr# Inquiry No
s Name

UNISA (PVT)
Limited

UNISA (PVT)
Limited

Usmanco
International

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

I.V. Sets Sterile blister

Pack

Disposable syringe
5ml with needle.
(Blister pack)

Disposable Syringe
20ml with needle.
(Blister pack)

Quoted Brand

UNISET

UNUECT

UCI Disposable
Syringes

Strength

20ml
Syringe
with Needle
21G x 1%"

Mfg For

Unisa Private Limited
Main G.T. Road, Adamzai,
Akora Khattak, District
Nowshera K.P.K Pakistan.

Unisa Private Limited Main

G.T. Road, Adamzai, Akora

Khattak, District Nowshera
K.P.K Pakistan.

Unisa Private Limited
Main G.T. Road, Adamzai,
Akora Khattak, District
Nowshera K.P.K Pakistan.

Unisa Private Limited Main

G.T. Road, Adamzai, Akora

Khattak, District Nowshera
K.P.K Pakistan.

JiangXi Sanxin Medtec
Co., Ltd.

JiangXi Sanxin Medtec Co., Ltd.
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Not Qualified

Not Qualified

Not Qualified

Firm Wise Reasons Of Rejection

CE Certificate is not issued from EU NB under]
the relevant European directive for medical
devices of European Union; Undertaking of]
“none of its manufactured batch sample has
been declared Spurious/Adulterated since|
2017 onward” since last two years

CE Certificate is not issued from EU NB under
the relevant European directive for medical
devices of European Union; Undertaking of]
“none of its manufactured batch sample has
been declared Spurious/Adulterated since|
2017 onward” since last two years

Valid 1ISO 13485 of Principle JiangXi Sanxin
Medtec Co., Ltd. not attached

Status

Not Prequalified

Not Prequalified

Not Prequalified

Item wise Reason of Rejection

CE Certificate is not issued from EU NB under the
relevant European directive for medical devices
of European Union; Quoted product is not tried
and tested in local environment for at least
three years; Undertaking of “Any Spurious
sample of quoted items” not attached.Declared
substandard bt DTL BWP vide No.P-554-

CE Certificate is not issued from EU NB under the
relevant European directive for medical devices
of European Union; Quoted product is not tried
and tested in local environment for at least
three years; Undertaking of “Any Spurious
sample of quoted items” not attached

Valid DRC/ Device Enlistment certificate not
attached; Quoted product is not tried and tested
in local environment for at least three years;
Goods Declaration certificates of quoted items
of last three years not attached




Sr#

287

Company

Inquiry No
s Name

Usmanco
International

Usmanco
International

Usmanco

40 .
International

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Disposable Syringe
1ml with needle
(Blister Pack)

Disposable syringe
Sml with needle.
(Blister pack)

1.V Cannula with
Injection Port and
Integrated Closing

Cone Sterile Pack 20G

Quoted Brand  Strength

1ml
Syringe
with Needle|
26GX1/2"

UCI Disposable
Syringes

5ml Syringe
with Needle
23Gx 1"

UCI Disposable
Syringes

L.V. Cannula
with
Injection
Port and
Integrated
Closing
Cone
Size:20G

B-Cat 2 I.V.
Cannula

Pack Size

50

Mfg For

JiangXi Sanxin Medtec

JiangXi Sanxin Medtec Co., Ltd.
angz samx Co., Ltd.

JiangXi Sanxin Medtec

JiangXi Sanxin Medtec Co., Ltd.
iangXi Sanxin Medtec Co Co, Ltd.

BICAKCILAR TIBBI
CIHAZLAR SANAYI ve
TICARETA.S.

BICAKCILAR TIBBI CIHAZLAR
SANAYI ve TICARET A.S.

Not Qualified

Not Qualified

Qualified

Firm Wise Reasons Of Rejection

Valid ISO 13485 of Principle JiangXi Sanxin
Medtec Co., Ltd. not attached

Valid 1ISO 13485 of Principle JiangXi Sanxin
Medtec Co., Ltd. not attached

Status

Not Prequalified

Not Prequalified

Not Prequalified

Item wise Reason of Rejection

Valid DRC/ Device Enlistment certificate not
attached; Quoted product is not tried and tested
in local environment for at least three years;
Goods Declaration certificates of quoted items
of last three years not attached

Valid DRC/ Device Enlistment certificate not
attached; Quoted product is not tried and tested
in local environment for at least three years;
Goods Declaration certificates of quoted items
of last three years not attached

Quoted product is not tried and tested in local
environment for at least three years; Goods
Declaration certificates of quoted items of last
three years not attached
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

C
Inquiry No CIULELY Generic Quoted Brand  Strength Pack Size Mfg For Firm Wise Reasons Of Rejection Status

Item wise Reason of Rejection

289

293

Name
LV. Cannula Qutfted product is not tried and tested in local
with environment for at least three years; Goods
1.V Cannula Injection Declaration certificates of quoted items of last
ith/without Injecti BICAKCILAR TIBBI
Usmanco | "ith/withoutinjection| o >\ | portand BICAKCILAR TIBBI CIHAZLAR < B |three years not attached
42 . Port with Integrated 50 CIHAZLAR SANAYI ve Qualified Not Prequalified
International . R Cannula Integrated SANAYI ve TICARET A.S.
Closing Cone Sterile Closin TICARET A.S.
Pack 24G &
Cone
Size:24G

Quoted product is not tried and tested in local
BIGAKCILAR TIBBI environment for at least three years; Goods

CIHAZLAR SANAYI ve Qualified Not Prequalified | Declaration certificates of quoted items of last
TICARET A.S. three years not attached

3-Way
Stopcock BICAKCILAR TIBBI CIHAZLAR
with 10cm SANAYI ve TICARET A.S.
Tubing

Usmanco Three way stopper
International with Tubing

3-Way Stopcock

Quoted product is not tried and tested in local
Nasogastric environment for at least three years; Goods
Catheter- Declaration certificates of quoted items of last
Levin three years not attached
(Radiopaqu
Nasogastric e lLine &
Usmanco Nasogastric tube (all | Catheter-Levin | DEHP Free) 150 BICAKCILAR TIBBI CIHAZLAR
International | sizes) Sterile Packs |(Radiopaque Line| Sizes: SANAYI ve TICARET A.S.
& DEHP Free) (12Ch,14Ch,
16Ch,18Ch
& 20Ch x
121cm
Length

BICAKCILAR TIBBI
CIHAZLAR SANAYI ve Qualified Not Prequalified
TICARET A.S.

47
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Sr#

297

Inquiry No

12

Company

Name

Usmanco
International

ZEDCO

PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Generic

Endotracheal tube (all

sizes) Sterile Packs
without cuff Set

Blood Bags Sterile
Packs 250ml single

Quoted Brand

Endosoft

TerumoBCT

Strength

Endotrache
al Tube
Uncuff Sizes
(2.5,3.0,3.5,
4.0,4.5,5.0
&5.5)

CPDA-1

Pack Size

100

Chilecom Medical Devices Co.,
Ltd

Terumo BCT, Ltd. old belfast
Road, millbrook, larne. BT 40,
2SH, United Kingdom

Mfg For

Chilecom Medical
Devices Co., Ltd

Terumo BCT, Ltd. old
belfast Road, millbrook,
larne. BT 40, 2SH, United

Kingdom

Not Qualified

Not Qualified

Firm Wise Reasons Of Rejection

Valid 1SO 13485 not attached; Expired CE
certificate of the Principle Terumo BCT, Ltd.
United Kingdom; Minimum Annual financial
turnover is less than Rs.300 Million; Valid
registration of manufacturing firm with|
chamber of commerce from country of]
manufacture not attached

Not Prequalified

Not Prequalified

Item wise Reason of Rejection

DRC not provided

Valid DRC/ Device Enlistment certificate not
attached; Expired CE certificate; Quoted product
is not tried and tested in local environment for
at least three years (2018); Copies of Goods
Declaration certificates of quoted items of last
three years not attached
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PREQUALIFICATION EVALUATION REPORT FOR MANUFACTURING UNITS AND SOLE AGENTS OF FOREIGN PRINCIPALS OF MEDICAL DEVICES FOR THE DIRECTORATE GEGENRAL HEALTH SERVICES,PUNJAB FOR THE YEAR 2020-2021

Company Item wise Reason of Rejection

Name

Generic Strength Pack Size Mfg For Firm Wise Reasons Of Rejection Status

Sr# Inquiry No

Valid DRC/ Device Enlistment certificate not
Valid 1ISO 13485 not attached; Expired CE attached; Expired CE certificate; Quoted product
certificate of the Principle Terumo BCT, Ltd. is not tried and tested in local environment for
Terumo BCT, Ltd. old R X - X . . f
Blood Transfusion Set Terumo BCT, Ltd. old belfast belfast Road, millbrook United Kingdom; Minimum Annual financial at least three years (2018); Copies of Goods
299 14 ZEDCO . TerumoBCT None 50 Road, millbrook, larne. BT 40, ’ L Not Qualified turnover is less than Rs.300 Million; Valid| Not Prequalified |Declaration certificates of quoted items of last
Sterile Packs X . larne. BT 40, 2SH, United . . . X .
2SH, United Kingdom Kinadom registration of manufacturing firm with three years not attached
g chamber of commerce from country of]
manufacture not attached
Logistic Officer Hepatitis Prevention & Infection Control Tender Coordination Officer (Medicine) Pre-qualification Specialist (Medicine) P&SHD Deputy Director Pharmacy, O/o DGHS Punij: District Manager (PHFMC) CEO, DHA, Chakwal
Program P&SHD Punjab Punjab (Member) (Member) (Member)
(Member) (Member) (Member)
CEO, DHA, Okara CEO, DHA, Kasur CEO, DHA, Nankana Sahib CEO, DHA, Sheikhupura CEO, DHA, Lahore
(Member) (Member) (Member) (Member) (Member)
Director, (DTL), Lahore Secretary, (PQCB), Lahore Additional Director CD&EPC, O/0 DGHS Director Health Services EPI,
(Member) (Member) Punjab 0/0 DGHS Punjab

(Member) (Chairman)
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