VKPAIHA
UKRAINE

CEPTH®IKAT BIANOBIIHOCTI YMOB BUPOBHUIITBA JIIKAPCBKPIX 3ACOBIB
BHUMOT' AM HAJIE’)KHOI BUPOBHNYOI ITPAKTUKHA
CERTIFICATE OF GMP COMPLIANCE

CepTudikar
Certificate 043/2019/GMP

CTpoxk aii 1o:
Valid till: 17.05.2022

Yacruna 1

Part 1

JepxaBHa ciryx0a YKpaiHu 3 TiKapchKHX 3ac00iB
Ta KOHTPOJII0 32 HapkoTnkamu ([dep:kaikcay:xoa)
3acBiguye:

HaiimenyBaHHST BUPOOHUKA, MiCII€3HAXOIKEHHS!
ToBapucTBO 3 00Me;KEHOI0 BilNOBIAAIbHICTIO
"®apmaueBTnyHa Kommnanis "310pos's"

61013, XapkiBcbka 00.1., MicTO XapKiB, BYJIHIIS
[lleBueHka, OyaMHOK 22

HaiimenyBaHHs BUpOOHUYIOT(MX) AUTHHHULI(LIb):
ToBapucTBO 3 00MEKEHOH  BiINOBIZAJIBHICTIO
"®apmaueBTHyHa KoMnaHis "310pos'sa"

Micne npoBauKeHHs TisSTBHOCTI:

61013, Xapxkiscbka 00.1., micTo XapkKis, ByJIHIA
IIleBuenka, 6yIHHOK 22;

61004, XapkiBcbka 00.1., MicTo XapkiB, ByJIHIs
Karepunnucbka, 6yq1HHOK 46;

61019, XapkiBcbka 00.1., MicTo XapKiB, ByJJHISA
Kocrsarnra Kagninina, 6ynnaok 31, Jlit. B-2;
08301, KniBcbka 00.1., micto bopucninib, Byauus
[leBuenka, 6yannok 100, git. b-1I (kopnyc 4)

JlineH3ia Ha BUPOOHHLITBO JIIKAPCHKUX 3aCO0IB B
Vxpaini Bia 17.10.2013 AB Ne 598066

Micue BUpOOHUITBA CHCTEMATHYHO TPOXOAUTh
IHCTIIEKTYBaHH 31 BCTAHOBIEHOI MEPIONNYHICTIO Ha
BinoBiAHICTE BUMoramM GMP 3rigHO 31 BCTaHOBJIGHHUM
NOPSIAKOM.

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 street, Kharkiv city, Kharkiv region,
61013

Name(s) of manufacturing site(s):
Limited Liability Company "Pharmaceutical
company "Zdorovye'

Manufacturing site address:

22 Shevchenko street, Kharkiv city, Kharkiv region,
61013;

46 Cateryninska street, Kharkiv city, Kharkiv
region, 61004;

31/B-2. Kostyantyn Kalinin street, Kharkiv city,
Kharkiv region, 61019;

100 / B-II (building 4) Shevchenko street, Boryspil,
Kyiv region, 08301

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.
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JIRAPCHKHX 32c00iB Ta KOHTPOJIIO 32
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3a pe3ynbTaTaMH IHCMEKTYBaHHS LbOTO BHPOOHHKA,
OCTaHHE 3 SKUX OYJI0 TIPOBEICHE
13.05.2019 - 17.05.2019,
BCTAHOBJIEHO, IO BiH BIAIOBizae BUMOTaM HaJIEKHOT
BUPOOHUUOT MPAKTHKH, 3a3HAYCHUM B
Hacranosi CT-H MO3VY 42-4.0:2016

“Jlikapchki 3aco0u. Hane)xna BUpoOHMYA TIpakTUKa”,
(Hopmamueruii axm)

IO BiJNOBIZAIOTH BUMOTAM HAJICKHOT MPAaKTHKUA TIPH
BUpOOHMITBI 1  KOHTposi  skocTi  CHcTeMu
criBpobGiTHHITBa apmaneBTHIHUX iHcTekuii (PIC/S),
gupektuBaM €C Ta pexomeHpalissM  BcecBiTHbOT
oprasizarii OXOpOHH 3I0pOB’sl BiJJHOCHO MpPOIYKLII,
110 MpU3HaueHa 7S TOPTiBi Ta AUCTpUOYLIT B KpaiHi
MOXO/KEHHS a00 /IS eKCIIOPTY.

Llet ceprudikar BimobOpakae cTaH BHUPOOHHUOL
OITBHULII Ha MOMEHT IHCIIEKTYBaHHS, 3a3HaueHOTO
BUIlE, 1 HE MOXKE BHKOPHUCTOBYBATHUCS IS
MiTBEP/DKEHHST  BIAMOBIAHOCTI, SKIIO 3 MOMEHTY

MPOBEIEHHsT LbOr0 IHCMIEKTYBAHHS MpPOWIIIO Olsblme

HDK 3 poKH.
[le#t ceprudikar BrItOUae YacTuHU 1, 2 Ta 10IATOK.
YuHHICTL  1BOTO  cepTHikaTa Moxe  OyTH

MiATBEPIKEHA OpraHoM, 1110 HOro BU/IAB.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
13.05.2019 - 17.05.2019,
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.

YacTruHa 2

Part 2

Jlikapchbki 3aco6H A3 JTIOJHHA

Human Medicinal Products

1. BAPOBHHMYI OITEPAIIII - TIKAPCBKI
3ACOBHI

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CTepuibHi IPOAYKTH

1.1. Sterile products

[.1.1. Acenmuuno eucomoeneni (6upoonudi onepayii o
HACTIYNHUX JIKAPCLKUX Popm)

1.1.1. Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.4. PiguHu B yrmakoBKax Manoro o6’emy (y Tomy
YHCJTi JIIKapChKi 3ac00H, L0 MICTSTh TOPMOHH)

1.1.1.4. Small volume liquids (including medicines
containing hormones)

1.1.2. IIJo niooaiomvcs Kinyesin cmepunizayii
(6upoOHUYT onepayii OJis HACIYNHUX JIKAPCOKUX (Qopm)

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

1.1.2.3. PiguHu B ynakoBKax Majioro o6’emy

1.1.2.3. Small volume liquids

1.1.3. Cepmucpirayis cepii

1.1.3. Batch certification

1.2. HectrepHuabHi NpoaAyKTH

1.2. Non-sterile products

1.2.1. Hecmepunvni npooyxmu (6upoonuuyi onepaz/ll
OJ18 HACMYNHUX TIKAPCLKUX POopMm)

1.2.1. Non-sterile products (processing operations for

T'onoBa lepxaBHoi caay:x0n ¥YKkpainu 3
JiKapchKHX 3ac00iB Ta KOHTPOJIK 32
HAPKOTHKAMH
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1.2.1.1. Kancynu, TBepai

1.2.1.1. Capsules, hard shell

1.2.1.2. Kancynu, M’ sKi

1.2.1.2. Capsules, soft shell

1.2.1.5. PiguHu U151 30BHILIHBOIO 3aCTOCYBaHHS

1.2.1.5. Liquids for external use

1.2.1.6. PiguiHu U1 BHYTPIIIHBOTO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.8. Inmui TBepi Jikapebki hopmu (TpaHyu,
TTOPOILIKH)

1.2.1.8. Other solid dosage forms (granules, powders)

1.2.1.9. IlpenapaTty nig TUCKOM

1.2.1.9. Pressurised preparations

1.2.1.11. M’sii (y ToMy uHCITi TiKapehki 3aco0u, 110
MICTSITh TOPMOHH)

1.2.1.11. Semi-solids (including medicines containing
hormones)

1.2.1.13. TabneTkwu (y TOMy 9HCITi JTIKApChKi 3aco0u,
1110 MICTSITh Cy/Ib(aHiIaMial, TOPMOHH)

1.2.1.13. Tablets (including medicines containing
sulfanilamides, hormones)

1.2.1.15. Cromarosmoriyni MmaTepianu (rei, crpei)

1.2.1.15. Intraruminal devices (gels, sprays)

1.2.1.16. THIi HecTepHU/IbHI JiKapchKi 3ac00H
(eKCTpaKTH, eIKCUPH, eMYJIbCIT, Kparli, HACTONKH,
CHMPOTIH, CIIpel, CycreHsil) (Y ToMy UHCIi TiKapehki
3ac00H, IO MICTSITE Cynb(aHizamian)

1.2.1.16. Other non-steriie medicinal product (extracts,
elixirs, emulsions, drops, tinctures, syrups, sprays,
suspensions) (including medicines containing
sulfanilamides)

1.2.2. Cepmucpixayis cepii

1.2.2 Batch certification

1.4. Tnuni npoaykTa a60 BHPOOHHYA iSNIbHICTH

1.4. Other products or processing activity

1.4.1. Bupobnuymeo:

1.4.1. Manufacture of:

1.4.1.1. IlpoayKkTH 3 pOCIMHHOI CUPOBHHH

1.4.1.1. Herbal products

1.4.1.3. Trmri (BUpOOHULITBO HEpo3(hacoBaHUX
MPOJYKTIB)

1.4.1.3. Other (manufacturing in bulk products)

1.4.2. Cmepunizayis akmusHux peyoGUH/O0NOMIHCHUX
peuosun/20mogoi npooyKyii

1.4.2. Sterilisation of active
substances/excipients/finished product:

1.4.2.1. @inpTpanis

1.4.2.1 Filtration

1.4.2.2. CyxoskapoBa cTepuizaLlis

1.4.2.2. Dry heat

1.4.2.3. Ctepuitizallis nmapom

1.4.2.3. Moist heat

1.5. llakyBaHHS

1.5 .Packaging

1.5.1. Ilepsunne naxkysanHsi

1.5.1. Primary packing

1.5.1.1. Kancymw, TBepai

1.5.1.1. Capsules, hard shell

1.5.1.6. PizuHn s BHYTPILIHBOTO 3aCTOCYBaHHS

1.5.1.6. Liquids for internal use

1.5.1.13. Tabnetku

1.5 13, Tablets

1.5.2. Bmopunne naxyeanis

1.5.2. Secondary packing

1.6. [IpoBeaennst BHNPOOYBAHb B PAMKAX KOHTPOJIIO
SIKOCTi

1.6. Quality control testing

1.6.1. Mikpo0ioOrivHi: CTEPUIIBHICTD

1.6.1. Microbiological: sterility

1.6.2. MikpoOiosioriusi: MiKpoOio/IoriuHa YHCTOTa

1.6.2. Microbiological: non-sterility

1.6.3. Di3uuHi/XIMIUHI :

1.6.3. Chemical/Physical

1.6.4. Bionoriusi

TosoBa [lepxaBuoi cayxx6m ¥Ykpainm 3
JikapcbKHX 3ac0GiB Ta KOHT])04110’3%//'
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2. BAPOBHUYI OTTEPAIII - AKTUBHI
DPAPMAIEBTUYHI IHT'PE/I€EHTH*

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

2.1. BupoOGHHITBO AKTHBHOI PEYOBHHH ILIAXOM
XiMi4YHOIr0 CHHTE3Y

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.3. ConeyTBopeHHs / OUHILIEHHS (KpHCTasTi3aLis)

2.1.3. Salt formation / Purification steps
(crystallisation)

2.5. CtyneHi 3arajibHoI 00po0KH

2.5. General Finishing Steps

2.5.1 CtyneHi ¢izuuHOi 06pOOKH (CyLIIHHS,
NoIpiOHEeHHsl, TPOCiIIOBAHHSA)

2.5.1. Physical processing steps (drying, milling,
sieving)

2.5.2. IlepBUHHE MAaKyBaHHA

2.5.2. Primary Packaging

2.5.3. BropuHHe naKyBaHHs

2.5.3. Secondary Packaging

2.6. IIpoBenenHsi BUNPOOYBaHb B pAMKAX KOHTPOJIIO
AKOCTI

2.6. Quality Control Testing

2.6.1. ®i3uuHI/XiMiuHI BUIPOOYBaHHS

2.6.1. Physical / Chemical testing

2.6.2. Mixpo6iosnoriuHi BUIpoOyBaHHs (BUKIHOUAYU
BUMNPOOYBAHHS CTCPUIBHOCTI)

2.6.2. Microbiological testing (excluding sterility
testing)

2.6.4. bionoriuHi BUNPOOYBaHHS

2.6.4. Biological Testing

TosoBa [lep:xaBHol c1y:x0n Y kpainn 3
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