Report of Hepatitis-C Drugs/ FY 2018-19
(For Local Manufacturer)
Provincial Hepatitis Control Program
Directorate General Health Services, Punjab
Sr.| Generic Name of Brand Name of | Firm Name Knock Down Criteria (Firm Wise) Knock Down Criteria (Quoted Product/Item Wise)
Quoted Drug Quoted Drug 1 2 3 4 5 6 7 8 9 10 11 1 2 3 4 5 6 7 8 9 10
The firm | The firm | The Annual | The firm | The firm The firm undertakes| The firm undertakes on 100 The firm The firm The firm The firm Prequali Drug Relevant | Noitem of | Samples | Substan No Punitive Firm Prequalification
provide/ | provide/ Sales undertak|undertak| that it has provided | rupees judicial stamp paper | undertakes | undertakes | undertakes | undertakes on | fication | Registratio| equipment | the firm [Substanda| dard Punitive Action | should not committee
attach |attachall| turnover of | esthat |esthatit| valid 1SO/Quality | duly notarized legalized that on 100 on 100 rupees on 100 100 rupees of n Number. | installed in | should be | rd (Not Batch Action | should be | Convicted [ Recommendations
valid valid | the firm for | currentl has Management the equipment’s installed in rupees judicial stamp rupees judicial stamp | quoted (DRN). quoted declared |more than| Recall | shouldbe | Takenby | by Drug
Drugs Drugs |the period 1%| yitis |provided| system/another quality control, quality judicial paper duly judicial paper duly item item’s Spurious 2 History | Taken by PQCB Court(s)
Manufac Registrat| July 2017 to not /attache International assurance & microbiological | stamp paper| notarized | stamp paper notarized section section is samples | samples) [from (01{ DRAP against firm
turing ion 30June |blacklist| dvalid | certificate of the | laboratories and of relevant duly legalized that duly legalized that is available firm from (01-]|01-2017| against firm undertakes
License |Certificat| 2018, The |ed/deba| GMP manufacturer section are functional notarized ithas R.O notarized Information | compuls and undertakes | 01-2017 [onwards| firm firm [undertakes| on 100
issued |esissued| bidder shall | rred by |Certificat (Valid 15O calibrated & validated. legalized Water/De- |legalized that| provided by ory. calibrated on 100 |onwards).| )ifany |undertake| on 100 rupees
by DRAP [ by DRAP|  provide any eissued 9001:2008 & Procuring agency may that Facility |ionized water | the firm has the firm at and rupees Firm son 100 rupees judicial
against | Income Tax | procurin by Certificate/Quality physically verify the claim (In having Plant with the| minimum |Annexure-A,C& validated judicial |undertake rupees judicial stamp
all Returns |[gagency.| DRAP. Management case of non-compliance none | functional minimum two E or any other firm stamp son 100 judicial stamp | paper duly
quoted | issued by System/Other of the section (s) of the firm Heating, capacity of functional information undertakes | paper duly [ rupees stamp | paper duly| notarized
items. | FBRand/or International will be prequalified. Ventilation &| 500L stability provided by on 100 notarized | judicial paper duly| notarized | legalized.
Audited certificate of the Furthermore, in case if any Air available and | chambers. the firm in rupees legalized. stamp notarized | legalized if
balance equipment found deficient to | Conditioning[ functional. Procuring accordance judicial paper legalized if any
sheet. manufacturer (e.g., perform official tests of the System Procuring agency may | with terms & stamp duly any
WHO/ UNFPA/ : L :
product (quoted) or (HVAQ). agency may | physically | conditions of paper duly notarized
UNICEF/ WFP/ US equipment is missing, none of | Procuring physically verify the the notarized legalized.
FDA specific section/item of the | agency may | verify the claim prequalificatio legalized.
Prequalification/Ap firm will be prequalified) physically claim n documents
proval & ISO 14001 verify the
and ISO 18001 etc.) claim
For last 3 Provided | Provided | Provided
1 Declatasvir 60mg Daklana Ferozsons Yes Yes Yes Yes yes Yes yes Yes Yes Yes yes Yes 085240 Yes vears Yes yes since since since Not Prequalified
1/1/2017 | 1/1/2017 | 1/1/2017
For last 3 Provided | Provided | Provided
2 Sofosbuvir 400 mg Savera Ferozsons Yes Yes Yes Yes yes Yes yes Yes Yes Yes yes Yes 085240 Yes vears Yes yes since since since Not Prequalified
1/1/2017 | 1/1/2017 | 1/1/2017
3 SOfOSbUW_*’ Not applied Ferozsons Not Prequalified
Declatasvir
Vision Provided | Provided | Provided
4 | Sofosbuvir 400 mg Mini-C 400 mg Pharma Expired yes yes yes Yes Yes yes Yes Yes yes Yes Yes 084853 Yes Yes Yes Yes since since since Not Prequalified
1/1/2017 | 1/1/2017 | 1/1/2017
Vision Provided | Provided | Provided
5 Declatasvir 60mg Dacla-C 60mg pharma Expired yes yes yes Yes Yes yes Yes Yes yes Yes Yes 085244 Yes Yes Yes Yes since since since Not Prequalified
1/1/2017 | 1/1/2017 | 1/1/2017
Sofosbuvir + Mini-C 400 mg + Vision ) 084853 & Proyided Proyided Proyided B
6 Declatasvir Dacla-C 60mg Pharma Expired yes yes yes Yes Yes yes Yes Yes yes Yes Yes 085244 Yes Yes Yes Yes since since since Not prequalified
1/1/2017 | 1/1/2017 | 1/1/2017
7 | Sofosbuvir 400 mg Ocvir 400 mg  |Sami Pharma|  Yes Yes Yes No Yes Yes Yes Yes Yes Yes Yes Yes 080175 Yes Yes Yes Yes Yes Yes Yes Not Prequalified
8 Declatasvir 60mg Devazo 60mg  [Sami Pharma| Yes Yes Yes No Yes Yes Yes Yes Yes Yes Yes Yes 084767 Yes Yes Yes Yes Yes Yes Yes Not Prequalified
9 Sofosbuwf Not applied  [Sami Pharma Not Prequalified
Declatasvir
10| Sofosbuvir 400 mg Sofomac 400mg Macter Yes Yes Yes Yes Expired Yes Yes Yes Yes Yes yes Yes 080178 yes yes Yes Yes Yes Yes Not Prequalified
11 Declatasvir 60mg Maclinza 60 mg Macter Yes Yes Yes Yes Expired Yes Yes Yes Yes Yes yes Yes 084773 yes yes Yes Yes Yes Yes Not Prequalified
. 084773 &
12 SD{DSbUW_+ Sofom?c 400mg Macter Yes Yes Yes Yes Expired Yes Yes Yes Yes Yes yes Yes 080178 yes yes Yes Yes Yes Yes Not Prequalified
Declatasvir + Maclinza 60 mg
Provided | Provided | Provided
13| Sofosbuvir 400 mg Sobvi 400mg Searle Yes Yes Not Attached Yes Yes Not Attached Yes Yes No yes yes Yes 084760 Yes No Yes Yes since since since Not Prequalified
1/1/2017 | 1/1/2017 | 1/1/2017
Provided | Provided | Provided
14| Declatasvir 60mg Dactovi 60 mg Searle Yes Yes Not Attached Yes Yes Not Attached Yes Yes No yes yes Yes 084780 Yes No Yes Yes since since since Not Prequalified
1/1/2017 | 1/1/2017 | 1/1/2017




Sr.| Generic Name of Brand Name of | Firm Name Knock Down Criteria (Firm Wise) Knock Down Criteria (Quoted Product/Item Wise)
Quoted Drug Quoted Drug 1 2 3 4 5 6 7 8 9 10 11 1 2 3 4 5 6 7 8 9 10
Sofosbuvir + . .
15 010 uwr. Not applied Searle Not Prequalified
Declatasvir
From Jan.
. . Not Annex. C not .
16| Sofosbuvir 400 mg Sophep 400 mg Aspin Yes Yes 2017-Dec. Yes Yes Yes Yes Yes Yes Yes 089073 Yes No No No No No No Not Prequalified
attached attached
2017
From Jan.
. . . Not Annex. C not .
17| Declatasvir 60mg Dasavir 60 mg Aspin Yes Yes 2017-Dec. Yes Yes Yes Yes Yes Yes Yes 088252 Yes No No No No No No Not Prequalified
attached attached
2017
Sofosbuvir +
18 . . -
Declatasvir Not applied Aspin Not Prequalified
19| Sofosbuvir 400 mg Sofos 400 mg Genix Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 080176 Yes Yes Yes Yes Yes Yes Yes Prequalified
20 Declatasvir 60mg Daclit 60mg Genix Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 084769 Yes Yes Yes Yes Yes Yes Yes Prequalified
080176 &
Sofosbuvir + Sofos 400 mg+ . 084769 .
21 otos uwr. oros " m8 Genix Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Prequalified
Declatasvir Daclit mg
Annex ¢ & E not For last Provided | Provided | Provided
22| Sofosbuvir 400 mg Virohep 400mg Dyson Yes yes Yes Yes Yes Yes Yes No No No Yes 089962 yes Yes Yes since since since Not Prequalified
attached three years
1/1/2017 | 1/1/2017 | 1/1/2017
Annex ¢ & E not For last Provided | Provided | Provided
23| Declatasvir 60mg Daclavir 60mg Dyson Yes yes Yes Yes Yes Yes Yes No No No Yes 089964 yes Yes Yes since since since Not Prequalified
attached three years
1/1/2017 | 1/1/2017 | 1/1/2017
Sofosbuvir + Annex c & E not
24 i ifi
Declatasvir Not Applied Dyson attached Not Prequalified
From Jan. Provided | Provided
25| Sofosbuvir 400 mg Scihop 400 mg Scilife yes yes 2017 to Dec. Yes yes yes Yes Yes yes yes yes Yes 084759 yes yes yes yes since since yes Not Prequalified
2017 1/1/2017 | 1/1/2017
From Jan. Provided | Provided
26| Declatasvir 60mg Daclife 60 mg Scilife yes yes 2017 to Dec. Yes yes yes Yes Yes yes yes yes Yes 086634 yes yes yes yes since since yes Not Prequalified
2017 1/1/2017 | 1/1/2017
Sofosbuvi
27 otos uwr.+ Not Applied Scilife Not Prequalified
Declatasvir
For last Provided | Provided | Provided
28| Sofosbuvir 400 mg Sofiget 400 mg Getz Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 079982 Yes three years Yes Yes since since since Not Prequalified
Y 1/1/2017 | 1/1/2017 | 1/1/2017
For last Provided | Provided | Provided
29| Declatasvir 60mg Daclget 60mg Getz Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 084764 Yes three years Yes Yes since since since Not Prequalified
Y 1/1/2017 | 1/1/2017 | 1/1/2017
figet 4 + Provi Provi Provi
Sofosbuvir + Sofiget 400 mg 079982 For last rof/lded rgvded r9v1ded n
30 Declatasvir Daclget 60mg Getz Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes 084764 Yes thr . Yes Yes since since since Not prequalified
eclatas eeyears 1/1/2017 | 1/1/2017 | 1/1/2017
31) Sofosbuvir 400 mg Zigar 400mg Wilshire Yes Yes Yes Yes Yes Yes ves ves Yes Yes Yes Yes 085161 Yes Yes Yes Yes Yes Yes Prequalified
32| Declatasvir 60mg Not Applied Wilshire Not Prequalified
Sofosbuvi
33 0108 uwr.+ Not Applied Wilshire Not Prequalified
Declatasvir
34| Sofosbuvir 400 mg Abbriva 400 mg CCL Yes Yes ves ves ves ves ves Yes Yes Yes Yes 080087 Yes Yes Yes Yes Yes Yes Prequalified
35| Declatasvir 60mg Dacriva 60mg CCL Yes Yes ves ves ves ves ves Yes Yes Yes Yes 085233 Yes Yes Yes Yes Yes Yes Prequalified
Sofosbuvir + Abbriva 400 mg + 080087 &
36 CCL Yes Yes es es es es es Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Prequalified
Declatasvir Dacriva 60mg v v v v v 085233 qualin
Global 40 rupees No; Rs. 50
37 Sofosbuvir Cure-C Tablet pharma Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Stamp Paper; 80180 Yes No Yes Yes Stamp Yes Not Prequalified
Not Notorized Paper
" 40 rupees No; Rs. 50
Gl Tablet Global
38 Declatsavir \nza Table oba Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Stamp Paper; 90298 Yes No Yes Yes Stamp Yes Not Prequalified
60mg Pharma )
Not Notorized Paper
Declatsavir + Glinza + Cure-C Global 090298;
39 Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes Yes ’ Yes No Yes Yes Yes Yes Not Prequalified
Sofosbuvir Tablet Pharma 080180 auath




Report of Hepatitis-C Drugs/
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Knock Down Criteria (Firm Wise]

Knock Down Criteria (Quoted Product/Item Wise)

Firm Item Offered The firm must|The firm |The firm|The firm|The firm|The Sole agent|The firm |Prequalifica | Drug Firm maintains No item of the | Samples Substandard |No Punitive |Punitive Firm should |Valid Sole Prequalification
Name Brand provide Valid | must must undertakes |undertakes that it|undertakes on 100|undertakes that|tion Registration Required storage (firm should |Substandard (Not |Batch Recall |Action Action should | not Convicted |agency committee
Drugs Sale License|provide/atta [provide/atta|that currently | has rupees judicial |the Information|committee |Number. (DRN). |temperature as per (be declared |more than 2 History from |should be be Taken by |by Drug agreement Recommendations.
issued by|ched all|ch Valid Sole|it is  not|provided/attached |stamp paper duly|provided by the|Recommend quoted product’s  [Spurious samples) from (01-01-2017 | Taken by PQCB against |Court(s) firm
Competent valid Drugs|Agency blacklisted/d |valid GMP |notarized legalized |firm at Annexure|ations. requirement Firm [samples firm ((01-01-2017 onwards) if |DRAP against |firm undertakes
Authority for Sole|Registration |Agreement. |ebarred by|Certificate issued |that that he has ware|B,D & E and any undertakes on 100 (undertakes |onwards).Firm |any firm firm undertakes [on 100
Agents of Foreign|Certificates any by Drug Regulatory lhouse and storage|other rupees judicial on 100 undertakes on undertakes |on 100 rupees
Principal. issued by procuring Authority of | facility as per|information stamp paper duly |rupees 100 rupees on 100 rupees judicial
DRAP agency. Country of|required provided by the notarized legalize. |judicial stamp |judicial stamp rupees judicial stamp paper
against  all Manufacturer temperature as per|firm in paper duly paper duly judicial stamp paper |duly
quoted (notarized Drug Rules and|accordance with notarized notarized stamp paper |duly notarized
items. translation) or|follows Good |terms & legalized. legalized. duly notarized legalized.
COPP (certificate of| Distribution and | conditions of the notarized legalized if
Pharmaceutical Storage Practices. prequalification legalized if |any
Product. documents any
AGP | Sofosbuvir Myhep 400mg Yes yes yes Yes Yes Yes Yes Yes 080165 Yes yes Yes Yes Yes Yes Yes Yes Prequalified
AGP | Declatasvir | Mydekla 60mg Yes yes yes Yes Yes Yes Yes Yes 085248 Yes yes Yes Yes Yes Yes Yes Yes Prequalified
agp | Sofosbuvir+ | Myhep 400mg + Yes yes yes Yes Yes Yes Yes Yes Sofos 080165; Yes yes Yes Yes Yes Yes Yes Yes Prequalified

Declatasvir

Mydekla 60mg

Decla 085248




