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FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051
CERTIFICATE OF A PHARMACEUTICAL PRODUCT !

This certiticate conforms to the format recommended by the World Health Organisation L
(General instructions and explanatory notes attached)
No. of certificate § COPP/CERT/KD/79303/2018/11/25743/134237 Valid Upto :01 Aug 2021
Exporting Country : INDIA
Importing Country s MOLDOVA
1. Name and dosage form of product ~ : NORADERIN

STERILE NORADRENALINE CONCENTRATE BP
1.1 Active ingredient(s)? and amount (s) per unit dose 3: Each ml contains:
Noradrenaline Acid Tartrate BP 2 mg {Eq. To Noradrenaline 1mg)
For complete qualitative composition including excipients
1.2 Ts this product licensed to be placed on the market for use in the exporting couniry 7° Yes No D
1.3 Is this product actually on the market in the exporting country ? Yes No D Unknown
2A.1 Number of product license:? KD74 In Form 28

and date of issue: 26 Jul 2012
2A.2 Product License holder (Name and address) :

-CIRON DRUGS & PHARMACEUTICALS PVT. LTD. N-118,118/1, 2B.2 Status of applicant :
119,119/1,119/2,113 MIDC, TARAPUR, BOISAR, DIST. THANE A B C
401506 MAHARASHTRA STATE, INDIA 2B.2.1 For categorics b and ¢ the name and &
2A.3 Status of product-license Holder 8 producing the dosage form is®
sl sJc

2A.3.1 For categories b and ¢ the name and address of the manufacturer 2B.3. ‘I%ilj is marketis'ﬁumorimion lacking ?

2B.1 Applicant for certificate (name and addr

producing the dosage form is:®
Not required Not requested Under Consideration Refused
24.4 Is summary basis of Approval appended 7'0 2B.4 Remarks :13
chD No
2A.5 Is the attached, officially approved product information complete and
consonant with the license 7!}

P
chD NoE] Not Prcvided
2A.6 Applicant for certificate if different from License holder : 12
Not Applicable

3. Does the certifying authority arrange for periodic inspection of the manufwmﬁnﬁmt in which the doSi
o
if no or not applicable proceed to question 4, Yes 2% No Not Applicable!4

3.1 Periodicity of rowtine inspections(years) : Once a year

3.2 Has the manufacture of this type of dosage form been inspected ? Yes E No D
33 Dothe facilities and operations conform to GMP as fetominended by World Health Organisation 715
S ’ T .
Yes No D Not Applicable 14 D )

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product 716

Yes No

If no, explain :
Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature : 7 :
Bandra (E), Mumbai - 400 051. Stamp and Date : Joint Commissioner (HQ) & Céntrolling
Maharashtra,INDIA. ) Authority
Tei 7B 02 adneRsea4/ns Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E). Mumbai
SRIC1837930320181115059 andra (E), Mumbai.

Maharashtra State, India

Date:15 Nov 2018
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~ Authorised Signatory’) SSISTANT MANAGER
 Bombay Chamber of Gomemerce and Industry '

Regn. NO.I.S&MLD.'O 25 JAN '2019 :::‘"'V“"-..m“w;uagﬂf\ﬂ

Taarea



Ap(ﬂf’v‘/}’aﬁba 1= Sn-£f) o
GENERAL INSTRUCTION : -

Please refer to the guidelines for full instruction on how to complete this form and information on the
implementation of the scheme.The forms are suitable for generation by computer. They should always be submitted
as hard copy, with responses printed in type rather than hand, written.Additional sheets should be appéndcd as
necessary, to accommodate remarks and explanations . r

EXPLANATORY NOTES :

1. This certificate, which is in the format recomuended by WHO, establishes the status of the pharmaceutical
product and of the applicant for the certificate in the exporting country| At is for a single product only since
manufacturing arrangements and approved information for different désage forms and different strengths can
vary. -
Use, whenever possible, International Nonproprietary Names (I‘\INS) or national nonproprietary names.
The formula (complete composition) of the dosage form should be given on the certificate or be appended.
4. Details of quantitative composition are preﬁarred but their provision is subject to the agreement of the product-
Licence holder.
5. When applicable, append details of any restriction applied to the sale, distribution, or administration of the
product that is specified in the product Licence.
Sections 2A and 2B are mutually exclusive.
Indicate, when applicable, if the Licence is provisional, or the product has not yet been approved.
8. Specify whether the person responsible for placing tie product on the market :
(a) manufactures the dosages form
(b) packages and / or labels a dosage form manufactured by an independent company : or
(c) is involved in none of the above ..

9. This information can be provided only with the consent of the product Licence holder or, in the case of non-
registered products, the applicant . Non-completion of this seetion indicates that the party concerned has not
agreed to inclusion of this information.It. should be noted ‘that information concerning the site of production is
part of the product Licence. If the productmn site is changed the Licence must be updated or it will cease to be
valid.

10, This refers to the document, prepared by some national regulatory authorities, that summarizes the on which

' the product has been licensed.

11. This refers to. product mfonmhon approved by the competent national regulatory authority, such as a summary
of product characteristics (SPC)

12. In this circumstance, permission for issuing the certificate is required froe *
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permission must be provided to the authorif qw:‘l'\' GOVERNMENT ¢
13. Please indicate the reason that the applican L gy / APOST,
(a) the producti has be_en‘developed exc ! omenﬁondel.aﬂayed“s ey ical

diseases — not endermc in the country of’ M
(b) the product has been reformulated with e
(c) the product has been reformulated to exi T

in the country of import: . WG ; 5
(d) the product has been reformulated to me-; :."-‘\'"ss_:‘i! s ND g
(¢) any other reason, please specify. ‘;,';,mdh C‘ﬁo

14 Not apnlicahle means that the manufacture EpVTL LD

o wmeag 1 conducted under 1 wwww
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On the basis of the inspection carried out

certify that the site indicated on this Certificate

1. Name of the Firm

HD/3 In Form 28B

Office of The Commissioner,;
Food & Drugs Administration M.S.
Bandra ~ Kurla Complex,
Bandra (E},

Mumbai - 400 051

13 AUG 2018

Date :

This Certificate conforms to the format recommended by the World Health Organization.

(General Instructions and explanatory notes attached),
Certificate No.: NEW—WHO-GMPICERTIKDI?2365!201 8111124339

CT

on 07/06/18 , 08/07/18 and 18/07/2018 we

complies with Good Manufa
Practices for the dosage forms, categories and activities listed in Table 1.

CIRON DRUGS & PHARMACEUTICALS PVT,
LTD.

Address : N-118,118/1, 119,119/1,119/2,113 MiDC,
TARAPUR, BOISAR, DIST. THANE 401506
MAHARASHTRA STATE, INDIA
2. Llcence No. : KDBO In Porm 25,
KD74 in Form 28,

cturing

Cytotoxic, Hormones )

Table 1
Sr.Na, Dosage Form(s) Categor(ies) Activity(ies)

1 ﬁ;";{;:;:’%“ﬂ;’; ; General ( Other than Production, Filling, Packing,
Lotion/GeVEar drop/Nasal Cephalasporins, Penicillin, labslling, Quality Control,
drop/Spray) . Cytotoxic, Hormones ) Quality Assurance

2 General ( Other than Production, Filling, Packing,
Eye / Ear Drops Cephalosporins, Pen Icilln, labelling, Quality Control,

Cytotoxic, Hormones ) Quality Assurance

3 General ( Other than Production, Filling, Packing,

,E‘rfpfr':{";;’fp"‘"“'m"’ Caphalosporins, Penicilin,  [iabelling, Quality Gontrol,

Quality Assurance

4 General ( Other than
Inhatation Cephalogporins, Penicillin,
Cytotoxic, Hormones )

Production, Filling, Packing,
labelling, Quality Control,
lQuality Assurance

General { Other than
Cephalosporins, Penicillin,
Cytotoxic, Hormonas )

Liquid Injection ( SVP)

Production, Filling, Packing,
labelling, Quality Control,
Quality Assurance

8 General { Other than
Liquid Orals . |Cephalosporins, Peniciliin,
’ Cytotoxic, Hormones ) .. -

Production, Filling, Packing,
labelling, Quality Control,

; Quai_lty Assurance

12

manufactured through this process lies with the manufacturer,
/" This certficate remains valid until 01 Aug 2021 .

categories certifieg, betEwh
A
compliance with#d ..-.b-. >
Address of cerlifying oy -

| Food & Drug Admjfygtay
: A Signature :

Bandra (£), Murg 21
Maharashira,INCH i
Tel: +91-22-26568963134
Fax: +91-22-2658

The responsibility for the quality of the individua! batches of the

{Miorised parson : A, T. NIKHADE

It becomes invalid if the activities and / or
{BAresshanged or if the site is no longer considered to be in

AL

a4
AP and Date : Joint Commiesioner (HQ) & coniroillrl
) Authority

Food & Drug Adminlstration, M.S,
Bandra (E}, Mumbal,

Maharashtra State, India
Date:09 Aug 2018

pharmaceutical products

A copy of this document / CERTIFICATE
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Explanatory notes

1. This certificate which is in the format recom

in point 1 of the certificate.

2. The certification number should be traceable within the

certificate.

3. Where the regulatory authority issues a licence for the site , this number should bé s

record “not applicable” in cases where there is no legal framework for the issuing of a licence

ah

mended by WHO, certifies the status of-the site list

regulatory authority?t{ésujn

4. Table I “
List the dosage forms, starting materials, categories and activities. Examples are given below.
Example -1

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)
Dosage form (s)- i
Tablets Cytotoxic Packaging
Hormone Production,  Packaging,  Quality
control.
Injectables Penicillin Repackaging & Labelling.
Cefalosporin Aseptic preparation, Packaging,
Labelling.
Example - 2,

Starting material (s)2_ i

Paracetamol

s T’!’#ﬁp Ublic document of the type
- COMMERCciAL DOCUMEN
Use, whenever = - e T
nonproprietary - 2
o CIROND
¢ SN RUGS & PHARMACEUTIGA L5
5. The certificate o1 g ‘

activities and/o:
compliance wit

6. The requireme:
the certificate -
guidelines an
1999, World F

Wi,

Section Officer(oy)
o 18-Sep-201g

Wi ihe Seai stamp o EXE
~ AND INDUSTRY s

PRATIK RaLE

- BOMBAY Chamseg of commssz‘éé A
Chi : ; r‘;,:r‘: 0
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Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra - Kurla Complex,

Bandra (E),

&

W P Mumbai - 400 051
il"! f; Date ;

MALLL oA

1306 2008

T

3 mmended by the World Health Organization,
(General instructions and explanatory notes attached).
Certificate No.: NEW-WHO»GMPICERTIKDI72365]201 8/11/24339

On the basis of the inspection carried oyt on 07/06/18 , 08/07/18 and 18/07/2018 ,we
certify that the site indicated on this Certificate complies with Good Manufacturing

Practices for the dosage forms, categories and activities listed in Table 1.

1. Name of the Firm : CIRON DRUGS & PHARMACEUTICALS PVT.
- LTD.
Address . N-118,118/, 119,1191,119/2,113 minc,
, TARAPUR, BOISAR, DIST. THANE 401508
MAHARASHTRA STATE, INDIA
2. Licence No. : KDBO In Form 28,

KD74 In Form 28,
KD/3 In Form 288

Table 1
Sr.No. Dosage Form(s) Categor(ies) Activity(ies)
7 General { Other than Production, Filling, Packing,
Lyophilised / Powder injectable Cephalosporins, Penicillin, labelling, Quality Control,
' Cytotoxic, Hormones ) Quality Assurance
12

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this Process lies with the manufacturer.

This certificate remains valid until 01 Aug 2021 . 1t becomes invalid if the activities and / or

categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.,

Address of certifying authority :
Food & Drug Administration, M.S, _
Bandra-kurla Complex, :
Bandra (E), Mumbal — 400 05448
Maharashtra, INDIA, %

ame of the Authorised person :A. T. NIKHADE

;.f‘

Signature : A g }

tamp and Date : Joint Commissioner (HQ) & Con olling
\ Authority

Food & Drug Administration, M.S.

Bandra (E), Mumbal.

Maharashtra State, Indla
Date:08 Aug 2018




certificate,

3, Where the regula
record “not applicable

£ A3 Mumbai
2, 121184 )

of

4, Table 1 ‘3 .:- .A
List the dosage forms, starting materials, categories and activiﬁes.m&%%unhgaﬁ.lz% '
Example -1 | : —_ 3»

h - : T LA,
armaceutical Product (8)1 | Category (ies) | Activity (ies) o x MUMBAL
Dosage form (s) | 2 2| Ground Floor,
Tablets Cytotoxic Packaging rg, Lower Pargl,
Hormone Production,  Packaging, UL 400 013.
control.
Injectables Penicillin Repackaging & Labelling. 8 AUG 2018
Cefalosporin Aseptic preparation, Packaging, -
Labelling. AIG 2n18
Example - 2,
Pharmaceutical Product (s)1 | Category (ies) | Activity (ies )
Starting material (s)2
Paracetamol Analgesic Synthesis, Purification,
Packing, Labelling.

Use, whenever available. International Noriproprietary Names (INNs) or.otherwise national
nonproprietary names.

. The certificate remains valid until the specified date. The certificate becomes invalid if the
activities and/or categories certified are changed or if the site is no longer considered to be in
compliance with GMP.

. The requirements for good practices the manufacture and quality confrol of drugs referred to in
¢ .ofsBharmaceuticals: a compendium of
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AGENTIA MEDICAMENTULUL y
| A DISPOZITIVELOR MEDICALE ¥

CERTIFICAT

2 0) )

(il
=

GUVERNUL

REPUBLICII MOLDOVA

DE INREGISTRARE A MEDICAMENTULUI
MARKETING AUTHORIZATION OF MEDICINAL PRODUCT

¥ se decide autorizarea produsului:

has been decided the registration of product:

Denumire comerciali:

Name:

Formad farmaceutics, dozs, mirimea ambalajului:
Dosage form, strength and package sjze:

/i
. f:%; Compozitia: 1000 ml contine
? -9 Composition: substante active: lactat de sodiu 3,2q,

-

£

clorurd de sodiu 6,0 g,clorurs de potasiu 0,4 g,
clorurd de calciu dihidrat 0,27 g.
excipientl: anexa 1

Detinator al Certificatului de inregistrare:
Marketing Autorization Holder:

Producdtor:
Manufacturer:

Clasificare ATC:
ATC classification:

Termen de valabilitate:
Shelf life:

{ Numdr de inregistrare, data emiterei:
Registration number and date of issue:

Rezumatul caracteristicilor produsului si prospect
A Summary of the product and patient information leaflet

sau

Instructiunea pentru administrare
Instructions for administration

v Informatii privind etichetarea
1, Information on the labeling

Parametrii de calitate ai produsuluiﬂsunt cel prevazuti in documentatia care a stat la baza
eliberdrii prezentului Certificat de Inregistrare. Orice modificare a datelor specificate in
sau fin documentatia de autorizare trebuie raportatd si
aprobatd de Agentia Medicamentului si Dispozitivelor Medicale.

Certificatul de iInregistrare

i in baza ordinului AMDM RM (nr. A07.PS-01.Rg04-380 din 26 decembrie 2018)
ﬁ;’% in accordance with order of MMDA RM (nr. A07.PS-01.Rg04-380 from December 26, 2018)
1

Rinlaktin
solutie perfuzabild 500 ml N1

Jurabek Laboratories IM SRL,
Uzbekistan

Jurabek Laboratories IM SRL, Uzbekistan
BO5BBO1

36 luni

25200 din 26 decembrie 2018

anexa 1

anexa 2

(

s

"\{&"ﬁn‘ P,

5

~,

Prezentul Certificat de

nregistrare are o valabilitate de 5 ani de la data emiterii §i nu conditioneazi importul.

The quality of the product is that which is stipulated by the documentations which were the basis for giving this particular
. Marketing Authorization, Any modification of the data stipulated by the Marketing Authorization or documentation must be

4 reported to the Medicines and Medica
years after emission and doesn't giits

Director gei
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Sré'cepo.ti Ho

i TA BHECEHHS H3MEHEHHIT B PErHeTPALHONNOE

: 'Jloc’msapenne JIeKAPCTBENHOTO npenapara
AMEHBI PErHCTPALHOHHOTO

nocmnepeu“n JAEKAPCTBEHHOTO Npenapara)

15.01.2018

Planopmaunﬂ 0 3PErMCTPHPOBAHHOM JIEKAPCTBEHHOM npenapa're

Taprnnoe Haﬂmnonaa He ; TpHHaJllsﬂlH ‘

juapo;mue uenaTenTonanHoe, HIH

: i‘}y nupoBouNoe, WM xunnseckoe MeTamuson Hatpus + I'Iu‘rodseﬂon + (De}mu_ p
L N

Gpomm

pacTBop. 1T BHYTPHBEHHOTO
u suqummwequora BBEAICH

-'\"f:"

ASEAARLAT0RBAR A RAAL:

i Piejﬁp“sﬂ:m—?ﬁilﬁm#?ﬁéi\ AOKYMEHTANMN

WS ALARNALL




Ilpummmcrnenm,le HJOLEAKH, YUACTBYIONIIE B Ipouecee npouszanc’ma nexapcmenuom
npenapara, ¢ yKazanuem c'ramiﬂ MPON3BOACTBA, HAIBAMII H d:am*uqecmlx a,npecon
MECTOHAXOMRACHIS . ;
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MHHHUCTEPCTBO MPOMBILUAEHHOCTH H TOPTOBAH
POCCHHMCKOH ®PEAEPALIMH

SAKJIIOYEHHUE
0 COOTBETCTBHH NPOH3BOAHTE/IA (HHOCTPAHHOIO IPOHIBOANTEIH)
JIEKAPCTBEHHBIX CPEACTB /18 MeAHUHHCKOr0 NpUMeHeHHs TpeboBannam
IpaBun napsnexanieii NPOM3BOACTBEHHOHN NPAKTHKH

Ne GMP-0023-000350/19

Yaers 1

MUHHCTEPCTBO  NPOMBILLIEHHOCTH M ToproBam  Poccuiickoit  ®epepatu
NOATBEPIKIAET, YTO

[y6auunoe akunonepHoe obiecrso «Brocnuresn (IAO «BHocHHTE3»),

(noaroe u cokpaujennoe nauMenosanie (npu HAMUL) RPON3BOAUMeNs (UHOCMPAHHO20
APOUSBOUMENR) NEKAPCMBEHHBIX CPEICMB 08 MEOUYUHCKOZO NPUMEHERU)

HAaXo/MHCs 110 aapecy:
440033, r. llen3a, yi. JIpyxOsi, 4. 4,

OCYIIECTRISAIOUIMI IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEACTB JUI MEAHIHHCKOTO
MPUMEHEHKS 110 ajpecy:

440033, r. Ilensa, yu. JIpyx6si, 4. 4,

Hpolie/l MHCIEKTUPOBAHHE B pPaMKaxX JIMIEH3MOHHOIO KOHTPOIA Ha cobioeHue

JMIECH3HOHHBIX TPEOOBAHMI [IPH OCYIICCTRICHUH JIEATENBLHOCTH [0 NPOU3BOICTBY
JICKAPCTBEHHBIX CPE/ICTB B COOTBETCTBMM ¢ Jmuensueii or 18 aervera 2017 r.

Ne 00290-JIC B coots BHH ¢ 3akoHojaTenbcTBoM Poccuiickoii ®e HH wiu
npoiei MHCHEKTHPOBAHHE B YacTH PErHCTPALHOHHOIO(-bIX) YAOCTOBEpeHws(-Hii),
YKa3bIBAIOLIETO(-MX) MPOU3BOAMTENEH, PacioNOKeHHBIX 3a npesesamu Poccuiickoii
@ejgepaunn, B cooTBercTBHM ¢ Tpeopanusmu  IlpaBua  waanexamei
NPOH3BOACTBEHHOH  NPAKTHKH, YTBEPHK/IEHHBIX  IIPHKa30oM  Muunucrepcrsa




GMP-0023-000350/19

Ha ocnosanun wnndopmaumm, nonyuennoit B xone HHCTIEKTHPOBAHMSL JAHHOIO
NPOU3BOAMTENS, — MOC/IEHEE M3  KOTOPBIX ObUI0  mpoBeseHo 29/ 12/2018,
Clepyer, 4ro  OH  cooTBercTBYeT  TpebGoBamusm  [lpaBun  Hamiexameii
NMPOM3BOJICTBEHHON TNPAKTUKHW, YTBEPIKAEHHBIX MPUKA3OM Munnpomtopra Poccun
ot 14 uions 2013 r. Ne 916.

Hacrosimee 3akmouenne orpaxkaer CTaTyc COOTBETCTBHSA IPOM3BOACTBEHHOH
TUTOWAIKH MPOU3BOAUTENS (MHOCTPAHHOTO MPOM3BOAMTENS) JICKAPCTBEHHBIX CpeicTB
ATIA MEIIMIIMHCKOr'O IPUMEHEHNS Ha MOMEHT NPOBEJIEHHs BBIIEYKA3aHHON MHCTIEKIMY
W HE JO/DKHO BOCHPHHHMMATLCHA B KA4eCTBE JOKYMEHTA, CBHAETEIBCTRBYIONIEIO O
CTaTyce COOTBETCTBHA B ciydae wucreuenus Oosnee 3 (Tpéx) aer ¢ matel 9Toil
HHCTICKIIHH,

3aKmoyenne ABISETCH JElCTBYIOMMM NpPH NPEOCTABJICHHH BCEX €ro CTpanmil
(Kak wactu 1, Tak W yacru 2).

lloamueHOCTE  JlaHHOr0  3aK/mIOYeHUs OpOBEpPAETCs B peecTpe 3aKMOueHHii o
COOTBETCTBHH  NPOM3BOJIMTENIENH  JICKAPCTBEHHBIX CPEACTE Ul MEAHIMHCKOTrO
npuMenenin Tpedopamism TIpaBmn waprekamel mpoHBOACTREHLOH fipaKTHin,
pasMEIIeHHOM  Ha  oQHUMAILHOM  caifte http://www.minpromtorg.gov.ru,
hitp://www.munnpomropr.pd. TIpn orcyreTBMM HacTosmEro 3aKmOueHNs B peecrpe
3AKIIOYEHHH O  COOTBETCTBMM MpPOM3BOAMTENEH JICKapCTBEHHBIX CPEJICTB  Is

MEAAUHMHCKOTO MpuMeHeHus TpeGosanmam Ilpaun naurexauieii npon3BoaCTREHHOI
TNPaKkTHKH, coobure B Munnpomropr Poceun,

Hacrosee sakmouenue jieficTByeT B Teuenne 3 €T ¢ AaThi OKOHYAHMS HHCHEKIMH,
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GOVERNMENT OF THE PEOPLE’S REPUBLIC OF BANGLADESH
MINISTRY OF HEALTH & FAMILY WELFARE
DIRECTORATE OF DRUG ADMINISTRATION

CERTIFICATE OF A PHARMACEUTICAL PRODUCT

This certificate conforms to the format recommended by the World Health Organization
(General instructions and explanatory notes attached)

No. of Certificate: DA/6-91/04/ (2.5 A1 Date: 26- 02 |
Exporting (Certifving) Country : BANGLADESH
Importing (Requesting) Country . "MOLDOVA

i, Name and Dosage form of the Product
A} In Bangladesh . Veracal 2ml Injection
BY In Moldova © Veracal Zml Injection
i Active Ingredient(s) " and amount(s) per unit dose’’ -

s ——
Active lngrcdwut(s} Amount per uml dose
- e e e —- .
E \/u‘dpdmti llsdrouhlondu USP Ea&h 2 mi mieumn contains \rudpmml ]]\dmc,hiondL l \ > 5 fln mg. |
1.2 Is this product licensed to be placed on the market for use in the exporting country? 'Yes | v [No !
"—"1
1.3 Is this product actually on the market in the exporting country? 'Yu, v 1 No

2A.1 Number of product licence " and date of issue: DAR No. 116-309-022
Date of'1ssue 02-11-2004

2A.2 Product licence holder (name and address): Name: INCEPTA PHARMACEUTICALS LTD.

Plant Address: Dewan Idris Road, Zirabo. Savar. Dhaka
Bangladesh.

Office Address: 40. Shahid Tajuddin Ahmed Sarani: Tejgaon
I/A, Dhaka-1208: Bangladesh

K

2A3 Staws of the Product License Holder ™ : a) Manufactures the dosage form.

2A.3.1 For categories b and ¢ the name and address of the manufacturer producing
i

the dosage form is : N/A
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2A.4 s a summary basis of approval appended? " \ Yes D No

2A.5  Is the aunached. ofticially approved product information complete and consonant

with the license? " Not Provided.

2A.6  Applicant for certificate, if different from license holder (name and address) '’ : N/A

Does the certifying authority arrange for periodic inspection of the manufacturing

plant in which the dosage form is produced?""’ Yes NOD

-

LP¥]

3.1 Periodicity of routine inspection (years) : Every two years
3.2 Has the manufacture of this type of dosage form been inspected? Yes No { i
3.3 Do the facilities and operation conform to GMP as recommended by the

World Health Organization? '™ Yes NOD

4. Does the information submitted by the applicant satisfy the certifving authority ,
on all aspects of the manufacture of the product 7'’ Yes | 4 I No |
R
Name of Authonized Person : Major General Md Mustafizur Rahman
Address of certifving authority . Directorate General of Drug Administration
105 — 106 Motijheel C/A, Dhaka-1000
felephone . +880-(2) - 9556126
Fax : +880-(2) -9568166
L-mail - drugsi@citech.net

Web-site s www.dgda.gov.bd

Major General M
DirectorGeneral
Directorate General of Drug é\&l@il&y&ugm?
&
Licensing Authority (Drugs)
Government of the People’s Republic nt’Bunglz{dczi
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GOVERNMENT OF THE PEOPLE’S REPUBLIC OF BANGLADESH o (Y]
MINISTRY OF HEALTH & FAMILY WELFARE e\ =
DIRECTORATE GENERAL OF DRUG ADMINISTRATION
QUSHAD BHABAN, MOHAKHALI
DHAKA-1212, BANGLADESH

www.dgda.gov.bti

PHARNACEUTICAL (PRODUCT(S)

“This certificate conforms to the formal recommended by the Warld Health Organization (WHO) B

£erilﬁcate Number : DA/6-91/04/ 165% 7 Date: 4 [ 107420 17 o

It is hereby certified that M/s Incepta Pharmaceaticals Ltd, a drug (Pharmaceutical Products)
manufacturing and marketing organization, has been given license to manufacture and sell its
products freely in the People’s Republic of Bangladesh as lawfully required and granted in pursnance
of The Drugs Act, 1940 (XXIII of 1940) and The Drugs (Control) Ordinance, 1982.

"ﬁ?q

On the basis of inspection carried out on 22-04-2017 we cerlify that the site indicated on this

certificate complies with Good Manufacturing Practices for the dosage forms, categories and activitics
listed in Table 1.

P /s
L

L.
wmidel
4
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% J
é
R

D ;
¢
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i

1. Name & address of site : incepta Pharmaccuticals Lid
Dewan Idris Road, Zirabo, Savar, Dhaka

2. Manufacturer’s License No:  Non-Biological 193 Date of Issue: 27.6.1967

57 e

r

L

| % ﬁ 'Y .
o

i 4. i,

Biological 108 Date of Issue: 27.6.1989 ’ 3,_:?‘
3. Table: | b
Dosage l'm'm(s) S Category (ies) Activity (ies) f ; ;?; 5
Tablet (Uncoated, coated, Antibiotics and Chemotherapeutics, |« Procurement of g:atenals "l
delayed-release, extended- Antihypertensive and from appnwed cgﬂuc.ndumv
release, effervescent, Cardloprotemves Analges:cs and 1 oy 7

orodispersible, Vaginal

nmaqm aovenuumf oF:

Tablets), Capsule (IHard- artifed /. APQETILLE._ &
shell, Liquid filled capsules), LaHayﬁ du5 octoby o
Powders, Coated Granules, and Minerals 7 ﬁ_m"ﬂlw B
Oral drops, Powder for oral Anlf’diabcfics _ TMB public document of the t_ypa
Drops. Nasal drops, Eye Antiamebics, ENT

. = oMMERClAL DOCUM
drops, Nasal sprays, Syrup, | Laxatives, .
Injectables (Injections — 1V, Antispasmodi. PTA pHARMACEuT \cm.s LTD
IM. SC; Pre-filled syringes, | Antiallergics,  igissueato 'NCF-
1yophilized Injections, Antiasthmatics : : HOSSAIN
powder for injections, Anxiolytics, A 'mmw‘mdbr MOSHARAF e
intravenous infusions), Oral | Antimigraine, | NBU\;AR" BANG

- 2 . co
solution, Powder for oral Gynaecologica: .y ,.,,rwof MIN;?;%RE:H
solution, Nebulized solution, | Antipsychotic, ., 7\_H1gacaMMtssmN N :

Oral suspension, Powder for | Opthalmics, An~ Certified by

oral suspension, Elixir, Anticonvulsants otncar(O‘) MINISTRY OF EXTERNAL
Respiratory Solution, Antiplatelets, Di - Section NEW DELHI, INDIA
Ointment, Cream, Shampoo, | Lipid loweringa on 24-N°V'2°17 o B, S0 "
Gel. Vaginal Gel, Topical for Hepatitis : o EVEIO042083017 . Y

Solution, Mouthwash, Buccal | Immuno
Tablet, Chewable Tablet,
Dry Powder for Inhalation.




y eFSQ
£y The responsibility for the quality of the individual batches of }‘}p@ﬁ(ﬁ'@e itical products ﬁi’%

(T manufaciured through this process lies with the manufacturer. \% “ o

The manufacturing plant in which the pharmaceutical products are pr‘odﬁcal‘ it subieqt‘tﬁ mspect‘:/
suitable intervals. L

The manufacturer conforms to the requirements for good practices in the manufacture and quahtyf Eg'i
control (GMP) of drugs, as required under law in this country, as well &3 Vécémmt:hdcd by' th‘é Worl;ay Y {
Health Organization (WHO) in respect of pharmaceutical prodm,t.i:lih Be mdnufac’tured sol ;

distributed within the country of origin or to be exported. T i\:‘\}? ;EX M*IS &W\{ -
i gl atola

*

Th:s certificaie remains valid for a penod of 2 (Twa) years from the

poes

. i W e " S
‘.*..‘,f"'}:w*h&_ —

(Mosharaf Haossain) y
Ministe r{(Cons L(")

J1 NOV 2[]17

Name of Autllorlzed\\ sfkon : Major General Md Mustafizwy: Raﬁmau\ hC Orﬂn‘t‘z&-lﬂrﬁ{
of 4 m lhonty : Directorate General of Drug Admtmstrw i ,;h; : ;:-"
> Mohakhali, Dhaka - 1212 vl (o \
: +880-(2) - 9880803 AR,
L : +880-(2) - 9880854 e N
:dg )

do.gov@gmail.com o fion"™ 20,

. Board Affalrs
\ namber of Commerce & Induste
: ‘ha%gaﬂkba i%oﬂ!heel b1A; Bhaka-1600, Bangtadesa .

it Secretaw
kMambership
‘00

W4 ajor General Md Nigldtiffizur Rahman 1 v A,
> Director Generhl 41 Wit 70l [~
Directorate General of Drug Administfation \ W,
. £ & %' -
j N
Licensing Authority (Drugs) ;‘;"
> . 3 -
, “Government of the People’s Republic of Bangladesh Seudl’,
4 p 3 > &
o) Attegted G
¥ Qf %’:_g‘:.:;\,
mima Begum P =1
Veo) s.‘gogutr Secretary i -:'-_.;
B Ministry :f C;g‘;“;;‘;:m"c > o
E {l 8o
Govt. o e angladesh .‘E‘i*
g 1.0")
A& * | -~ ’ - % g
el | Md. [ ;i:ﬁ'i;.r.-n; '_ 1’ bssain ATTESTED BY o
Vs Advocats wdgoe Cc . Dhaka N S ¢ ,_'&*
’.1 3 ‘i_'-!!s ary Pulbilic Whote of g_,m,m,”i,» \ M w \ §
N e e K £ f!iui Hug g/,
s &0, Hahman Manson {152 Floar), 3, Ohai rerelar o
_:N ;.mnnm - 1»1 7 1 1- 4n 4 Sod Bangladesh Assoc 14
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Explanatory notes

This certificate, which is in the format recommended by WHO, establishes the status of the
pharmaceutical product and of the applicant for the certificate in the exporting country. It is for a
single product only since manufacturing arrangements and approved information for different dosage
forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names,

The formula (complete composition) of the dosage form should be given on the certificate or be
appended.

Details of quantitative composition are preferred but their provision is subject to the agreement of the
product-licence holder.

When applicable, append details of any restriction applied to the sale, distribution or administration of
the product that is specified in the product licence.

Sections 2A and 2B are mutually exclusive.

Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.
Specify whether the person responsible for placing the product on the market:

manufactures the dosage form;

packages and/or labels a dosage form manufactured by an independent company; or

is involved in none of the above.

This information can only be provided with the consent of the product-licence holder or, in the case of
non-registered products, the applicant. Non-completion of this section indicates that the party
concerned has not agreed to inclusion of this information. It should be noted that information
concerning the site of production is part of the product licence. If the production site is changed, the
licence has to be updated or it is no longer valid.

This refers to the document, prepared by some national regulatory authorities, that summarizes the
technical basis on which the product has been licensed.

This refers to product information approved by the competent national regulatory authority, such as
Summary Product Characteristics (SPC)

In this circumstance, permission for issuing the certificate is required from the product-licence holder,
This permission has to be provided to the authority by the applicant.

. Please indicate the reason that the applicant has provided for not requesting registration.

the product has been developed exclusively for the treatment of conditions — particularly tropical
diseases — not endemic in the country of export;

the product has been reformulated with a view to improving its stability under tropical conditions;
the product has been reformulated to exclude excipients not approved for use in pharmaceutical
products in the country of import;

the product has been reformulated to meet a different maximum dosage limit for an active ingredient;
any other reason, please specify.

- Not applicable means the manufacture is taking place in a country other than that issuing the product

certificate and inspection is conducted under the aegis of the country of manufacture,

The requirements for good practices in the manufacture and quality control of drugs referred to in the
certificate are those included in the thirty-second report of the Expert Committee on Specifications for
Pharmaceutical Preparations, WHO Technical Report Series No. 823, 1992, Annex 1.
Recommendations specifically applicable to biological products have been formulated by the WHO
Expert Committee on Biological Standardization (WHO Technical Report Series, No. 822, 1992,
Annex 1).

This section is to be completed when the product-licence holder or applicant conforms to status (b) or
(c) as described in note 8 above. It is of particular importance when foreign contractors are involved in
the manufacture of the product. In these circumstances the applicant should supply the certifying
authority with information to identify the contracting parties responsible for each stage of manufacture
of the finished dosage form, and the extent and nature of any controls exercised OVEL
parties. %
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