VKPATHA
UKRAINE

CEPTH®IKAT BIAIIOBIIHOCTI YMOB BAPOBHHUITBA JIKAPCHKHX 3ACOBIB
BYMOT AM HAJIEKHOT BUPOBHHAYOT ITPAKTHKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudixar
Certificate 015/2017/GMP

Crtpox aii xo:
Valid till: 17.03.2020

Yacruna 1

Part 1

HepxasHa crymba Yxpainu 3 gikapenkux 3acobip
T2 KOHTPO1I0 32 HaproTHKaMu ([lepanirciryxba)
3aceiguyc;

HakimMeHyBaHHA BUPOOHHKa, MICHC3HAXOKEHHS
Tosapuactso 3 06Mexenolo BiAmoBiAaAbHiCTO
"MapmanerTHIHA KoMIaNis "3aopor’s"

Yxpaina, 61013, Xapkinceka 06.1., MicTo Xapxis,
By lesuenka, Synumok 22

Haiimenysanns BupoSHrH0i(1X) OimeHuui(ie):
Tosapucteo 3 ofmexenow  signosigaibicTio
"®apmanesTuuna komnanis "3xopos's"

aiabHKLS BUpoBHHUTES i1’ cxuifinnx Alxapebrux sacobis y
KRpOYya1aX aMiyibHOre Hexy;

AiALHULSA 3 BUPOBHHUTES i’ cRuifinux AiKAPCLKHE DOpM Uexy
TOTOBHX JiKapchxnx dopa;

AlAbHULS 3 BUpoSuuLTEa TabneToBaNux AiKapeLKuX Gopm
ieXy TOTOBHX NiKapehkuX dopn;

BiTbHHUUS 3 B¥POGHULTEE KANCYABOBANUYK Airapceukux dopm Ta
TMOPOBIKIB WeXy roTOBHX JIKAPCHKUX hopm;

RiAbHULS 3 BUPOGHHUTES T26/1eToBaHuY MKAPCLKUX Gopm
REXY rOTOBHX JTIKAPCLKKX 3ac0Bin;

AiNBHHEA 3 BRPOGHHUTBEA TBEPAUX Nixapebkux dopm
anTuGioTHKIB T8 ropMONiB UEXY TOTOBHX JiKapeeKux 3acobis;
ZINBHRUA 3 BUPOSHHUTEA TBEPIUX HKAPCEKHX hopu manux
TPOMHCIOBHX T8 ROCTIAHMX cepiil UeXy FoOTOBHX AiKapchkux
sacobis;

AITBHUUA 3 BHPOGHUUTEA M'AKKU, piakux JiKapenKkux dopm,
cnpef® Ta aepoe3oAiB diToxiMitHoro Lexy;

Aigernust 3 pupoluuuTtea  Aprininy TAYTaMaTy HOPOmKY
KpueTatiunoro (cyGeranuin) ditoximiunore mexy

State Service of Ukraine on Medicines and Drugs
Control confirms the following:

Manufacturer’s name, registered place of business:
Limited Liability Company "Pharmaceutical
company "Zdorovye"

22, Shevchenko str., Kharkiv, 61013, Kharkiv Region,
Ukraine

Name(s) of manufacturing site(s):

Limited Liability Company "Pharmaceutical
company "Zdorovye" :

manufacturing site for injectable drugs in carpules of ampoule
workshop; : :
manufacturing site for injectable dosage forms of finished
dosage forms workshop;

manufacturing site for tablet dosage forms of finished dosage
forms workshop;

manufacturing site for capsule dosage forms and powders of
finished dosage forms workshop;

manufacturing site for tablet dosage forims of finished dosage
forms workshop;

manufacturing site for solid dosage forms antibiotics and
hormones of finished dosage forms workshop;

manufacturing site for solid dosage forms small of small
production and research batches of finished dosage forms
workshop;

manufacturing site for soft and lquid dosage forms, sprays and
aerosels of phytochemical workshop;

manufacturing site for Arginine glutamate crystalline powder
(substance) of phytochemical workshop

Tonosa Mepxasnoi caymbu ¥Vipaium 3
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Micue npoBaKeHHS TisIBHOCTI:

Yxpaiua, 61013, Xaprisceska 0641, MicTo Xaprkis,
Byauus Illlesuenka, Oyvanmox 22;

Yrpaiua, 61019, Xapriseska od.1., sicto Xapris,
syanus Rocraatana Raainina, Sviunow 31, Jlin 3-
23

Yxpaina, 61004, Xapriscska 0601, Micto Xapkis,
ByJ. KaTtepunuuceka, 6ya. 46

Jlinensist Ha BUPOGHULUTBO JTiKAPCHKEX 32C0GiR B

Ykpaini 8ig 17.10.2013 AB Ne 598066

Miclle BHPOOHUITBA CHCTEMATHYHO TIPOXOIHTH
IHCTICKTYBaHHs 31 BCTAHOBJIEHOIO EPIoXHUHICTIO Ha
BIAMOBiAHICTS BiMoraM GMP 3TiAHO 3i BCTAHOBIIEHHM
[IOPSITKOM.
3a pesy/bTaTaMu IHCMEKTYBAHHS 1(bOTO BUPOOHHKA,
OCTaHHE 3 AKHX OyJIO MpoBe/IcHe
13.03.2017 - 17.03.2017,

BCTAHOBJICHO, LIO BIH BIAMIOBIZAE BHMOIaM HATEIKHOT
BHPOOHUYOT TPAKTHKH, 3a3HAYCHUM B

Hacranosi CT-H MO3YVY 42-4.0:2016

“Jlikapceki 3acobu. Hanmesxua BUPOOHWYA TPAKTHKA”,
(Hopmamugnuii axm)

[0 BIAMOBIAAIOTE BUMOTaM HAJEXHOI MPAKTHKHU pA
BUPOOHMUTBI [  koHTpomi  skocti  CucTemu
CHIBPOGITHHITRA GapManeBTHYHUX iHCTEKIH (PIC/S),
aumpektHBaM €C  Ta pekoMeHAAlisM BcecBiTHBOT
OpraHisamii OXOpPOHH 3A0pOB’S BiAHOCHO [IPOIYKIIIT,
IO MpH3HAYEHA /A TOPriB/i Ta AMCTPUOYLIT B KpaiHi
TOXODKEHHS ab0 IS eKCIIOpTY.

Leit ceprudikar BimoGpaskae cran BUPOOHHYOT
AUIBHALI HA MOMEHT IHCHEKTYBaHHS, 3a3HAUCHOIO
BUIE, 1 He MOXE BHKOPHCTOBYBATHCA st
MIATBEP/KEHHS BIAMOBIAHOCTI, SKIIO 3 MOMEHTY
MPOBE/ICHHA LbOTO IHCMEKTYBAHHS MPOHIIIO Oibiie
HDK 3 poku.

Lleit cepTucixat BrIfoYae yacTHHH 1, 2 Ta 0HATOK.
YunHiCTE  OBOrO  ceprudikaTa  Moke OyTH
MiITBEPIKEHA OPraHoOM, IO HOro BUAAB.

Manufacturing site address:

22, Shevchenko str., Kharkiv, 61013, Kharkiv
Region, Ukraine

31/B-2, Kostvantyn Kaiinin street. Kharkiv HRELERE
Kharkiv region, Ukraine;

46, Katerynynska str., Kharkiv, 61004, Kharkiv
region, Ukraine

Manufacturing authorization for medicinal products in

Ukraine from 17.10.2013 AB Ne 598066

Facilities of above mentioned manufacturer are subject
to GMP inspections at suitable intervals in accordance
with the National certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
13.03.2017 - 17.03.2017,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016

“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 and
should not be relied upon to reflect the compliance
status if more than three years have elapsed since the
date of that inspection.

This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified with
the issuing authority.
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HYacTuna 2

Part 2

Jlikapcewki 3aco6u qis JAWIHHEHA

Human Medicinal Products

L BUPOBHIYI OITEPALIT - [IKAPCHK]
JACOBHU

L MANUFACTURING OPERATIONS -

MENDICTV AT DDAOADTIATO
PAX IO IMNAT DDA

A U R N

L1, Crepuasui upoaviru

1.1. Sterile products

L1 Acenmuvno suzomosaeni (6UpOOHUYI onepayil
O HACHYNHUX MiKAPCHKLUX phopm)

1.1.1. Aseptically prepared (processing operations Jor
the following dosage Jforms)

1.1.1.4. Pinunu B ynakoskax mManoro 006’ emy

1.1.1.4. Small volume liquids

1.1.2. ]o nidoaiomwcs KIHYe6Itl cmepunizayii
(6upobHUY] onepayii Ons Hacmynuux NIKApCoKUX hopm)

1.1.2. Terminally sterilised (processing operations for
the following dosage forms)

1.1.2.3. Piguieu B yakoBkax mamoro 00’emy

1.1.2.3. Small volume liquids

1.2. HectepubHi npogykTn

1.2. Non-sterile products

1.2.1. Hecmepunoni npodyrkmu (6upobHuui onepayii
O, HACTYNHUX KADCOKUX Bhopm)

1.2.1. Non-sterile products (processing operations Jor
the following dosage forms)

1.2.1.1. Kancysu, tBepai

1.2.1.1. Capsules, hard shell

1.2.1.5. PinuHU U1 30BHIIIHBOO 34CTOCYBAHHS

1.2.1.5. Liquids for external use

1.2.1.6. Pigunu wis BHyTpimHBOrO 34CTOCYBAHHA

1.2.1.6. Liquids for internal use

1.2.1.8. Tnmi tBepai nikaperki dopmu (rpamyu,
[IOPOLIKH)

1.2.1.8. Other solid dosage forms (granules, powders)

1.2.1.9. Ilpenaparw nmix THeKOM

1.2.1.9. Pressurised preparations

1.2.1.11. M’sxi (masi, reni, KpeMHu)

1.2.1.11. Semi-solids (ointments, gels, creams)

1.2.1.13. Tabnerku

1.2.1.13. Tablets

1.4. Tnwi npoaykrn a6o BupoGHUUA AisTbHICTH

1.4. Other products or processing activity

1.4.1. Bupobnuymso:

1.4.1. Manufacture of:

1.4.1.1. TIpogykru 3 pocmusHOT CHPOBHHU

1.4.1.1. Herbal products

1.6. [IpoBexenus BuNPoGYBaHD B PaMKax KOHTPOJIIO
SIKOCTI

1.6. Quality control testing

1.6.1. MikpoGiosoriuni: cteprmbHicTs

1.6.1. Microbiological: sterility

1.6.2. Mikpo6iosoriyni: mMikpoGiosoriuna yrcrora

1.6.2. Microbiological: non-sterility

1.6.3. Oizuyni/xiMivgi

1.6.3. Chemical/Physical

1.6.4. Bionoriumi

1.6.4. Biological

2. BUPOBHUYI OEPAIIIL - AKTUBHI
PAPMANEBTUYHI IHTPEAIEHTU

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

2.1. BupoGHHUTBO akTHBHOT PE€YOBHHH HLIAXOM
XiMiYHOrO cHHTE3y

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.3. ConeyTBopeHHs / OYHIEHHS: KpHCTaTi3allis

2.1.3. Salt formation / Purification steps : crystallisation

2.5. Cryneni 3aranbHof 06po6Kku

2.5. General Finishing Steps

2.5.1 Cryneni ¢isnunoi 06po6ku (cyinms,

2.5.1. Physical processing steps (drying, milling,

Lomora [lep:kaBuoi cayuxtu Yxpaiuu 3
JKAPCHKHX 32¢00iB Ta KOHTPOIIO 32
HAPKOTHKAMH
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NOAPIOHEHHS, MPOCiioBaHH).

sieving)

2.5.2. TlepBHHHE MaKyBaHHs (3aKyrioproBaHHst /
FEPMETH3ALIIS AKTHBHOTO hapMaleRTHIHOrO
[HMPeTIEHTA MAKYBATBHIIM MATEPIATOM, AKHT
CHAXOTHTECA B OPAMOMY KOHTAKTI 3 PRUOBHHOLO)

2.5.2. Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct

¥ itk tha criharaieay
contact witn the substance)

| 2.5.3. Broputhe {1aKyBaHHs! (PO3MILIEHHS TePMETHYHOT
MCPBHHHOT YIaKOBKH BCEPEIHHI 30BHIIIHBOTO
MaKyBalbHOro MaTepiary abo KoHTelHepa. [e Takosx
BKJIFOHaE B ceOe Oyab-sKe MapKyBaHHS Martepiary s
ineHTudixauii abo MPOCTEINYBAHOCTI (HyMepaLis cepii)
AKTUBHOTO (apMaleBTHYHOIO iHrpeicHTa)

2.5.3. Secondary Packaging (placing the sealed primary
package within an outer packaging material or
container. This also includes any labelling of the
material which could be used for identification or
traceability (Iot numbering) of the active substance)

2.6. Ilposenenus BUNPOGyBanD B PaMKax KGHTPOJII0
AKOCTI

2.6. Quality Control Testing

2.6.1. @isuuni/xiMiani BuTIpoGyBanHs

2.6.1. Physical / Chemical testing

2.6.2. Mixpo6ionoriuni BUIPOOYBAHHS (BUKIIOUYAIOYN
BHIPOOYBAHHS CTEPUITBLHOCT] )

2.6.2. Microbiological testing (excluding sterility
testing)

2.6.4. Biostoriuni Bunpo6ysarms

2.6.4. Biological Testing
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