YKPATHA
UKRAINE

CEPTU®IKAT BIAMMOBITHOCTI BUMOI'AM HAJIEKHOT BUPOBHHYOI MPAKTAKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 088/2013/SAUMP/GMP

Crpok ail no:
Valid till: 08.10.2014

YacruHa 1

Part 1

Jep-xaBHa ciayxba Ykpainu 3 JTiKapChbKUX 3aco0iB
(Hepxaikenyx6a YKpainu) 3acBiguye TaKe:
HaiiMeHyBaHHs BUPOOHMKA, MiCLIE3HAXOIXKEHHS:

TYJII JAB IIBT. JITA.

Jinpruus Ne F 20/21, MIDC Panmxkanraos, Tai. LLupyp,
Tict. ITyn - 412 220, MaxapamwTpa, [HIis

HaiiMeHyBaHHs BUPOOHUUMX ALTHHHUIIB:

TYJII JAB TIBT. JIT/.

AJlpeca Miclis NpoBaKeHHs MisNbHOCTI:

Tlinsuuus Ne F 20/21, MIDC Panmkanraos, Tan. Lupyp,
Jlict. TTyH - 412 220, Maxapamurpa, [His

JliueHsii Ha BHPOGHUIITBO JiKapChKuX 3ac00iB B THAIT BiX
01.04.2008 Ne PD/185; Bix 01.04.2008 Ne PD/108

3a pesysibTaTamu iHCTIEKTYBaHHS LbOro BUPOOHHKA,
OCTAHHE 3 sikX OyJI0 TPOBEIEHE
08.10.2013,
BCTAHOBJIEHO, IO cucTema  3abe3redeHHs  AKOCT,
npuMilleHHs Ta OGJIaTHAHHA 3 BUPOOHHLTBA JIKapChKUX
3ac00iB, Mepeslik AKX HABENEHO y 4YaCTHHI 2 IBOTro
cepTudikaTa Ta JOJATKY IO HBOTO, BiIIOBIIAIOTH BUMOTaM
HAJIEZKHOT BUPOBHUYOT MPAKTUKH,
npuitHATUM B YKpaiRi:
Hacranosa CT-H MO3Y 42-4.0:2013 “Jlikapcbki 3acobu.
HanexHa BUpOOHWYA TMpaKTHKA™,
(neprkaBHUN KepiBHUH TOKYMEHT)
10 BiAMOBifAlOTL BUMOTaM HalEXHOI MPaKTUKW MpH
BHPOOHILTBI i KoHTposi sikocTi CucTeMU CRiBPOOITHUUTBA
dapmauesTvunux incnexuifi (PIC/S), anpexTiBam 6€C 12
pekomeHnalliam  BcecBiTHbOT  opraHizauii  OXOpOHH
3/10pOB’s Y BiAHOLICHHI NPOMYKLi, IO NpU3HAYEHA A
Toprisni Ta aucTpubyLii B KpaiHi MOXOMWKeHHs, ab0 A
ekcriopty.  Lleit  ceprudikar  BigoOpaxae — cTaryc
BUPOOHMITBA HA MOMEHT IMPOBEJEHOTO IHCTIEKTYBAHHS,
3a3HAYEHOTO BUILUE, | € YMHHAM IO BKa3aHO! BHIIE NAaTH.
YuHHicTh 0bOro cepTHdikaTa Moxe OyTH MiATBEpIKEHA
OpraHoM, 110 HOro BUIAB.

State Administration of Ukraine on Medicinal Products
(SAUMP) confirms the following:
Manufacturer’s name, registered place of business:
TULIP LAB PVT. LTD.
Plot Ne F 20/21, MIDC Ranjangaon, Tal. Shirur, Dist. Pune
- 412 220, Maharashtra, India
Names of manufacturing sites:
TULIP LAB PVT. LTD.
Manufacturing site address:
Plot Ne F 20/21, MIDC Ranjangaon, Tal. Shirur, Dist. Pune
- 412 220, Maharashtra, India
Manufacturing authorizations for medicinal products in
India from 01.04.2008 Ne PD/185; from 01.04.2008
Ne PD/108
From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
08.10.2013,
it is considered that quality assurance system, premises and
equipment for medicinal products, listed in part 2 of this
certificate and addition to it, complies with the
requirements of
GOOD MANUFACTURING PRACTICE

laid down in Ukrainian Guideline:

Guide 42-4.0:2013 “Medicinal products. Good

manufacturing practice”
(name of regulation document)

which is harmonized with the requirements of Good
practices in the manufacture and quality control of the
Pharmaceutical Inspection Convention/Co-operation
Scheme (PIC/S), EU Directives, and World Health
Organization recommendations in respect of products to be
sold or distributed within the country of origin or to be
exported. This certificate reflects the status of the
manufacturing site at the time of the inspection noted above
andddfalid till the date referred above. The authenticity of
{ dertificate may be verified with the issuing authority.

T'o0Ba epsxaBHol cay:k0n Y KpaiHu 3
JIKApPCHKHX 3ac00iB
0.C. CoJoBiioB

Head of State Administration of Ukraine
on Medicinal Products
O. Soloviov

JlepaaBHa cayk6a YKpaiHu 3 JikapebKUX 3ac00iB

MiJINKUC BUIMOBIIATEHOT 0CO0M, MedaTka

Axnpeca: npocrext | lepemorn, 120. M. Kuip-115. Ypaina, 03115
Ten.: 38(044) 450-12-66

daxc: 38(044) 450-12-66

mailto: diklz@diklz.gov.ua

State Administration of Ukraine on Medicinal Products
signature of the Executive officer (see left)

Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66

Fax: +38(044) 450-12-66

This English translation is for reference only and is not part of the
official certificate
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