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1o [opsiaky mpoBeneHHs
MiTBEPIKSHHS BIAMOBITHOCTI
YMOB BUPOOHHMIITBA JIIKAPCHKHUX
3ac00iB BUMOIraM HaJIEKHOI
BUPOOHUYOT TPAKTUKH
(myHKT 6 po3ainy I)
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YKPAIHA
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CEPTH®IKAT BIIITIOBIJHOCTI YMOB BUPOBHUIITBA JIKAPCBKHUX
3ACOBIB BUMOI'AM HAJIEKHOI BUPOBHUYOI IIPAKTUKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:

Ctpoxk aii go: // Valid till: I MM pppp

Yacruna 1

Part 1

Jep:xxaBHa ciy:x0a YKkpainu 3 JikapchbKHX 3ac00iB Ta
KOHTPOJIIO 32 HapKoTHKaMu ([epsimikciy:x6a)
3acBiguye:

HaiimenyBaHHsI BUpOOHHUKA, MiCIIe3HAXOIKESHHS
HaiiMenyBaHHS BUpOOHUYO1(MX) AITBHULI(IIB):

Miciie npoBaKeHHS TisITBHOCTI:
Jlinensis Ha BUPOOHMIITBO JTIKapChKHUX 3ac00iB

BiI[ 13 o) No

Micue BUPOOHHUIITBA CUCTEMATUYHO MPOXOAUTD
IHCIIEKTYBaHHS 31 BCTAHOBJICHOI IIEPIOAMYHICTIO Ha
BigmoBigHicte BuMoraM GMP 3rigHO 31 BCTaHOBIIEHUM
TTOPSIKOM.

3a pesyibprataMd IHCIEKTYBaHHS LOr0 BHPOOHHKA,
OCTaHHE 3 AKUX OyJI0 NpOoBeeHe

BCTAHOBJIEHO, 110 BiH BiANOBiZac BUMOraM HaJIEKHOI
BUPOOHHUYOT IPAKTHUKH, 3a3HAYECHAM B

(HopmamueHui axm)
IO BIANOBIJAIOTH BHMOTaM HAJEKHOI NPAKTUKHA TIPU
BUPOOHHUITBI 1 KOHTPOIi AKocTi CUcTeMH cHiBpoOiTHULITBA
¢dapmanesrinynnx increkuii (PIC/S), mupexruBam €C Tta
pexoMeHganisM  BcecBiTHROI  opranizamii  0XOpOHH
30pOB’S BIJHOCHO MPONYKLil, HI0 MpH3HAYEHA I
TOpriBiIi Ta AUCTpHUOYyLii B KpaiHi MOXOMKEHHS abo Uit
EKCIIOPTY.
Ieit ceprudikar BimoOpaxkae cTaH BUPOOHHYO! JUTHHHUII
Ha MOMEHT iHCIIeKTyBaHHS, 3a3HaYE€HOT0 BUIIE, i HE MOXe
BUKOPHUCTOBYBATUCS Ul MiATBEPKEHHS BiOIOBIIHOCTI,
SKIIO 3 MOMEHTY TIIPOBEICHHS IIbOrO I1HCICKTYBaHHS
MPOMIUIO OiNBIIE HIX .... POKH.
Leit cepTudikar BKIoYae 9acTuHu 1, 2 Ta JOOATOK.
YunHICTS IHOTO cepTudikata Moxe OyTH MiATBEpIKEHA
OpraHoM, 110 HOTO BHJIAB.

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

Manufacturer’s name, registered place of business:

Name(s) of manufacturing site(s):

Manufacturing site address:

Manufacturing authorization for medicinal products

No.

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

...... [......]...... (date),
it is considered that it complies with the Good Manufacturing
Practice requirementsl referred to in the

(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 county 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 ..... 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.

Yacruna 2

Part 2

Jlikapcbki 3aco0u AJ1s1 JTIOAUMHU

Human Medicinal Products



http://www.dls.gov.ua/
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1. BUPOBHHUUI OIIEPAIIIL
JIKAPCBKI 3ACOBU*
1.1. CrepuiibHi Jikapcbki 3acoou

1.1.1. Acenmuuno eucomosneni (6upobruyi onepayii ons
HACMYNHUX IKAPCOKUX Gopm)

1.1.1. Piguau B yakoBKax BEIHKOTO 00’ eMy

1.1.2. Jliodinizatu

1.1.3. M’sixi

1.1.4. PinuHu B ynakoBKax Majoro o0’emy

1.1.5. TBepxi Ta iMITAHTaHTH

1.1.6. THum acenTHYHO BUTOTOBJIEHI JTIKapChKi 3aC00M

(3a3HauMTH)

1.
1.
1.
1.
1.
1.

1.1.2. IlJo niooaiomwscs Kinyesiti cmepunizayii (6upoOHuyi
onepayii 0151 HACMYRHUX TIKAPCLKUX hopm)

1.1.2.1. Pinuau B ynmakoBKax BEIHKOTO 00’ eMy

1.1.2.2. M’sixi

1.1.2.3. Pigunu B ynmakoBKax Majoro o6’emy

1.1.2.4. TBepai Ta iMIIIAaHTaHTH

1.1.2.5. Inuri nikapebki 3aco0u, 10 MiANAI0ThCs KiHIEBid
cTepuii3amii (3a3HauuTH)

1.1.3. Cepmudghixayis cepii

1.2. HecTtepuibHi nikapcebki 3acoon

1.2.1. HecmepunwHi nikapcwki 3acobu (6upobruyi onepayii

0J1A HACMYNHUX JIKAPCLKUX ghopm)

1.2.1.1. Kancynu, TBepai

1.2.1.2. Kancynu, M’sxi

1.2.1.3. XyBanpHi rymu

1.2.1.4. ImmpernoBani MaTpHIi

1.2.1.5. PiguHu Ut 30BHINIHBOTO 3aCTOCYBaHHS
1.2.1.6. Piguau Ut BHYTPIIIHBOTO 3aCTOCYBaHHS
1.2.1.7. Meauuni rasu

1.2.1.8. Tamri TBepai mikapebki popmu

1.2.1.9. [Ipenapartu mix THCKOM

1.2.1.10. I'enepaTopu pagioHyKITiaiB

1.2.1.11. M’sxi

1.2.1.12. Cyno3uropii

1.2.1.13. Tabnetkn

1.2.1.14. TpancaepMaibHi IIacTUpi

1.2.1.15. Cromatosnoriyni MaTepiain

1.2.1.16. Inmmi HecTepuIIbHI JTIKapCchKi 3ac00H (3a3HAYUTH)

1.2.2. Cepmudghixayis cepiii

1.3. BioJoriuni Jikapcbki 3aco0u

1.3.1. Bionoziuni nixapcuoki 3acobu

1.3.1.1. IIpenapaTu kpoBi

1.3.1.2. ImyHOGionOTiUHI JTiKapChKi 3aC00M

1.3.1.3. JlixapchKi 3aco0u KIITHHHOT Teparmii

1.3.1.4. Jlikapcbki 3aco0H TeHHOI Tepartii

1.3.1.5. biotexHomnoriuHi JiKapchKi 3aco0u

1.3.1.6. [Ipenaparu, ekcTparoBaHi 3 TKAaHUH JIOIUHA 200
TBapuH

1.3.1.7. JlikapceKi 3aco0M TKaHUHHOT iHXKeHepil
1.3.1.8. Inmui GiosoriuHi JikapceKi 3aco0u (3a3HAYNTH)

1.3.2. Cepmudpixayis cepiii (nepenix)
1.3.2.1. [Ipenaparu xpoBi

1.3.2.2. ImynoO6ionoriyHi JlikapceKi 3acodu
1.3.2.3. JlikapchKi 3aco0H KIITUHHOI Tepartii
1.3.2.4. Jlikapchki 3acobu reHHoi Teparii

1. MANUFACTURING OPERATIONS —

MEDICINAL PRODUCTS*

1.1. Sterile products

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

1.1.1.1. Large volume liquids

1.1.1.2. Lyophilisates

1.1.1.3. Semi-solids

1.1.1.4. Small volume liquids

1.1.1.5. Solids and implants

1.1.1.6. Other aseptically prepared products <free text>

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

1.1.2.1. Large volume liquids

1.1.2.2. Semi-solids

1.1.2.3. Small volume liquids

1.1.2.4. Solids and implants

1.1.2.5. Other terminally sterilised prepared products <free
text>

1.1.3. Batch certification

1.2. Non-sterile products

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

1.2.1.1. Capsules, hard shell

1.2.1.2. Capsules, soft shell

1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices

1.2.1.5. Liquids for external use

1.2.1.6. Liquids for internal use

1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms

1.2.1.9. Pressurised preparations

1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15. Intraruminal devices

1.2.1.16. Other non-sterile medicinal product <free text >

1.2.2 Batch certification

1.3. Biological medicinal products

1.3.1. Biological medicinal products
1.3.1.1. Blood products

1.3.1.2. Immunological products

1.3.1.3. Cell therapy products

1.3.1.4. Gene therapy products

1.3.1.5. Biotechnology products

1.3.1.6. Human or animal extracted products

1.3.1.7. Tissue engineered products
1.3.1.8. Other biological medicinal products <free text >

1.3.2. Batch certification (list of product types)
1.3.2.1. Blood products

1.3.2.2. Immunological products

1.3.2.3. Cell therapy products

1.3.2.4. Gene therapy products
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1.3.2.5. biotexHoNOTri4Hi JiKapchKi 3ac00u

1.3.2.6. IIpenapaTy, eKCTparoBaHi 3 TKaHUH JIIOAUHU 200
TBapHH

1.3.2.7. Jlikapchki 3ac00M TKaHUHHOT iHXKeHepil

1.3.2.8. Tamri 6ionorivHi ikapchki 3aco0u (3a3HAYHTH)

1.4. Inmi Jikapcbki 3aco0u 200 BUPpOOHHYA AiSlJILHICTH
1.4.1. Bupobnuymeo:

1.4.1.1. Jlikapchki 3ac00M 3 POCITHHHOI CHPOBHHH

1.4.1.2. T'omeonaTi4Hi JTiKapchbKi 3ac00N

1.4.1.3. Inuri (3a3Ha4UTH)

1.4.2 Cmepunizayiss akmueHux pevo8un/00noMijCcHux
peuo8uUn/20moeoi npooyKyii

1.4.2.1. ®inprpanis

1.4.2.2. CyxoxapoBa CTepuIIi3aIlis

1.4.2.3. Crepwuiizaris mapom

1.4.2.4. XimiynHa

1.4.2.5. 'amMmma-BUITPOMiHIOBAHHS

1.4.2.6. EnexTpoHHO-TIpOMEHEBA

1.4.3. Inmi (3a3HaYUTH)

1.5. IlakyBaHHs

1.5.1. Ilepeunne naxyeanms

1.5.1.1. Kancynu, tBepai

1.5.1.2. Kancymu, M’siki

1.5.1.3. XKyBanbHi rymu

1.5.1.4. ImnpersoBani MaTpuii

1.5.1.5. PiguHu 1u1s 30BHIMIHBOTO 3aCTOCYBAHHS
1.5.1.6. Piguau 1uis BHYTPIIIHBOTO 3aCTOCYBaHHS
1.5.1.7. Meanuni ra3u

1.5.1.8. Tnmni TBepai Jikapchki hpopmu

1.5.1.9. Ipenapaty mij TUCKOM

1.5.1.10. I'enepaTopu pamioHyKIiIiB

1.5.1.11. M’siki

1.5.1.12. Cyno3zuTtopii

1.5.1.13. Tabnetkn

1.5.1.14. TpancnepmanbHi IACTHPL

1.5.1.15. Cromarosoriysi Marepianu

1.5.1.16. Tnuri HecTepuIIbHI JTiKapChKi 3ac00U
(3a3HauUTH)

1.5.2. Bmopunne naxyeanus

1.6. [IpoBeneHHst BUIPOGYBAHb B PAMKAX KOHTPOJIKO
SIKOCTI

1.6.1. MikpoO6ioJIOTi4Hi: CTEPHIBHICT

1.6.2. Mikpo6ioJoriysi: Mikpo0iooriyHa YHCTOTa
1.6.3. ®i3uuHi/XiMiuHi

1.6.4. BionorivHi

2. BUPOGHHMYI OIIEPAIIII -
AKTHUBHI PAPMALNEBTHUYHI
IHI'PEJIEHT™

AxrtuBHui(1) GapmaneBTnaHmii(i) iHTpenieHT(n):
2.1. BupoOHUIITBO AKTHBHOI PE4OBHHH HLIAXOM
XiMiYyHOr0 cHHTE3y

2.1.1. BupoOHHITBO aKTUBHUX MPOMIXKHUX PEUYOBUH
2.1.2. BupoOHUIITBO HEOUHIIIEHOT'O AKTHBHOTO
(bapMarieBTHIHOTO iHrpeieHTa

2.1.3. ConeyTBOpeHHS / OUUIIECHHS: (3a3HAYUTH)
(HampuKITam, KpUCTai3amis)

2.1.4. Tnmi (3a3Ha4NTH)

2.2. OTpuMaHHA AKTUBHOIO (hapMaleBTHYHOI O
iHrpenieHTa 3 NPUPOIHMX JIzKepe

2.2.1. OTpuMaHHs PEYOBUHHU 3 POCIUH

2.2.2. OTpuMaHHs PEYOBUHHM 3 TBAPUH

2.2.3. OTpuMaHHs pEYOBUHH 3 JIIOJCHKOTO JLKepea

1.3.2.5. Biotechnology products
1.3.2.6. Human or animal extracted products

1.3.2.7. Tissue engineered products
1.3.2.8. Other biological medicinal products <free text >

1.4. Other products or processing activity
1.4.1. Manufacture of:

1.4.1.1. Herbal products

1.4.1.2. Homoeopathic products

1.4.1.3. Other <free text >

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

1.4.2.1 Filtration

1.4.2.2. Dry heat

1.4.2.3. Moist heat

1.4.2.4. Chemical

1.4.2.5. Gamma irradiation

1.4.2.6. Electron beam

1.4.3. Others <free text>

1.5 .Packaging

1.5.1. Primary packing

1.5.1.1. Capsules, hard shell
1.5.1.2. Capsules, soft shell
1.5.1.3. Chewing gums

1.5.1.4. Impregnated matrices
1.5.1.5. Liquids for external use
1.5.1.6. Liquids for internal use
1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms
1.5.1.9. Pressurised preparations
1.5.1.10. Radionuclide generators
1.5.1.11. Semi-solids

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches
1.5.1.15. Intraruminal devices
1.5.1.16. Other non-sterile medicinal products <free text >
1.5.2. Secondary packing

1.6. Quality control testing

1.6.1. Microbiological: sterility
1.6.2. Microbiological: non-sterility
1.6.3. Chemical/Physical

1.6.4. Biological

2. MANUFACTURING OPERATIONS —
ACTIVE SUBSTANCES

Active Substance(s):

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.1. Manufacture of active substance intermediates
2.1.2. Manufacture of crude active substance

2.1.3. Salt formation / Purification steps : <free text> (e.g.
crystallisation)

2.1.4. Other <free text>

2.2. Extraction of Active Substance from Natural Sources
2.2.1. Extraction of substance from plant source

2.2.2. Extraction of substance from animal source

2.2.3. Extraction of substance from human source
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2.2.4. OTpuMaHHs PEYOBUHHU 3 MiHEPAJIBHOTO Keperia
2.2.5. Moauoixkarist oTpEMaHOi peYOBHHHU (3a3HAYUTH
JUKEpeTIo)

2.2.6. OunIeHHS OTPUMAHOI PEUOBHHH (3a3HAYUTH
JKEpeTo)

2.2.7. Inme (3a3HaunTH)

2.3. BUpoOHUITBO AKTUBHOI0 (papManeBTUYHOIO
iHrpenieHTa 3 BUKOPHUCTAHHAM 0ioJIOriYHMX npoueciB
2.3.1. ®epmenTanis

2.3.2. KynpTypa KIITHH (3a3HAYUTH TUI KIITHH)
(HampuKiIaz, ccaBLiB / GakTepianbHi)

2.3.3. Buninenns / OuunieHss

2.3.4. Moaudikaris

2.3.5. Tnme (3a3HaunTH)

2.4. BUpoOHUITBO CTEPHJILHOTO AKTUBHOI' O
¢apmaneBTHuHoOro inrpeanienra (po3ainu 3.1, 3.2, 3.3,
3aMo0BHIOIOTHCS 32 HEOOXiTHOCTI)

2.4.1. AcenTHYHO BUTOTOBJICHI

2.4.2. llpenapatu, Mo MiIAOTHCS KIiHIEBIN CTeprTi3amii

2.5. CtymneHi 3arajabHol 00podku

2.5.1 Cryneni ¢i3ngHoi 00poOKH (3a3HaYNTH) (HAIIPUKIIAL,
CyLIiHHS, TOPIOHEHHS / MiKpOHi3allis, IPOCIFOBaHHS)

2.5.2. llepBuHHE MaKyBaHHS (3aKyIOPIOBAaHHS /
repMeTH3allis aKTHBHOTO (hapMaleBTHYHOTO 1HIpelieHTa
MaKyBaJIbHUM MarepiaoM, sIKHil 3HAXOMTHCS B IPSIMOMY
KOHTAKTI 3 pEYOBHHOIO)

2.5.3. BropunHe nakyBaHHs (pPO3MIIlleHHS Te€pMETHIHOT
MIEPBUHHO]T yITaKOBKH BCEPEHMHI 30BHIIIHBOTO MAKyBaIEHOTO
Marepiaiy abo koHTelHepa. L{e Takox BKItouae B cebe
Oyzap-sike MapKyBaHHS Matepiary i izeHTudikaii abo
MIPOCTEKYBAHOCTI (HyMepallist cepii) akTHBHOTO
(hapMareBTHYHOTO 1HIPE/Ii€HTA)

2.5.4. Inme (3a3HauuTH) (A7 OTEpalliif, He ONMCAHNX BUILE)

2.6. IIpoBenenHsi BUNPoOYBaHb B PAMKAX KOHTPOJIIO
SIKOCTI

2.6.1. ®i3uuHi/XiMiuH] BHITPOOYBaHHS

2.6.2. Mikpo0ionoriuHi BUnpoOyBaHHS (BHKIIIOYAI0YH
BUNIPOOYBaHHS CTEPIIIBHOCTI)

2.6.3. Mikpo0ionoriuHi BUpoOyBaHHS (BKIIOYAIOUH
BUIIPOOYBaHHS CTEPHILHOCTI)

2.6.4. BiosoriyHi BUIIPOOYBaHHS

3. IHITA AIAJIBHICTD — AKTUBHI
OAPMAINEBTUYHI IHTPEJIEHTH

(3a3HAYUTH) *

Bynb-siki oOMexeHHs: ab0 MOSICHEHHS, 1[0 MAlOTh
BIJHOIIEHHS 10 LEOTO

2.2.4. Extraction of substance from mineral source
2.2.5. Madification of extracted substance <specify source
>

2.2.6. Purification of extracted substance <specify source >
2.2.7. Other <free text>

2.3. Manufacture of Active Substance using Biological
Processes

2.3.1. Fermentation

2.3.2. Cell Culture <specify cell type> (e.g. mammalian /
bacterial)

2.3.3. Isolation / Purification

2.3.4. Madification

2.3.5. Other <free text>

2.4. Manufacture of sterile active substance (sections 3.1,
3.2, 3.3. to be completed as applicable)

2.4.1. Aseptically prepared
2.4.2. Terminally sterilized

2.5. General Finishing Steps

2.5.1. Physical processing steps < specify > (e.g. drying,
milling / micronisation, sieving)

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

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 (lot numbering) of
the active substance)

2.5.4. Other <free text> (for operations not described
above)

2.6. Quality Control Testing

2.6.1. Physical / Chemical testing
2.6.2. Microbiological testing (excluding sterility testing)

2.6.3. Microbiological testing (including sterility testing)

2.6.4. Biological Testing

3.OTHER ACTIVITIES — ACTIVE
SUBSTANCES <free text>

Any restrictions or clarifying remarks related to the scope




MiAKC BiAmoBigaasHol ocoou, M.IT.
....... /.c...d....... [ mara]

Jep:kaBHa cay:xk0a YkpaiHu 3 JikapcbKUX 3ac00iB Ta
KOHTPOJIIO 32 HAPKOTHKAMHU

Micre3HaxoHKEHHS
Temn.:

®dakc:
www.dls.gov.ua

* 3anumMTH NoTpiOHE.
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signature of the Executive officer (see left)

....... [......M.......[date]

State Service of Ukraine on Medicines and Drugs Control
Address:

Phone:

Fax:

www.dls.gov.ua

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

Howmep cropinku / 3aranpHa KiTbKiCTh CTOPIHOK


http://www.dls.gov.ua/
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Hepxauuii 'epd Ykpainu
YKPAIHA
UKRAINE

CEPTU®IKAT BIAINOBIZHOCTI YMOB BUPOBHUIITBA JIIKAPCBKHUX
3ACOBIB BUMOT'AM HAJIEZKHOI BAPOBHUYOI IPAKTUKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:

Crpoxk aii go: // Valid till: UL MM pppp

Yacruna 1

Part 1

Jep:xkaBHa cay:x0a Ykpainu 3 JikapchbKuX 3aco0iB Ta
KOHTPOJIIO 32 HapkoTuKkamu (depskiikeny:xoa)
3acBiguye:

HaiimenyBaHHs BUpOOHHKA, MiCI[e3HAXOPKCHHS
HaiimenyBanHs BUpOOHNIOT(MX) AITEHUI(ITB):

Micre npoBaKeHHs TisUTbHOCTI:
Jlinen3is Ha BUPOOHHILITBO JIKAPCHKUX 3aCO01B

BiZ[ « o) No

3a pe3ynbpTaTaMy JUCTAHIIHHOI OI[IHKK IJbOTO BUPOOHHMKA,
sKa Oyia mpoBeieHa

BCTAHOBJIEHO, 110 BiH BiANOBiZac BUMOraM HaJIEKHOI
BHPOOHUYOI MPAKTUKHU, 3a3HAYCHHIM B

(HopmamugHuti axm)

Lleii cepTudikat BKIIIOYa€e yacTUHH 1, 2 Ta JOAATOK.
YunHicTh 1BOro ceprudikata Moxe OyTH MiATBEpAXKEHA
OpraHom, 1o #oro BHJaB.

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

Manufacturer’s name, registered place of business:

Name(s) of manufacturing site(s):

Manufacturing site address:

Manufacturing authorization for medicinal products

No.

From the knowledge of remote assessment

...... [......]......(date),
it is considered that it complies with the Good Manufacturing
Practice requirementsl referred to in the

(name of regulation document)

This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified with the issuing
authority.

Yacruna 2

Part 2

Jlikapcbki 3aco0u AJ1s1 JTIOAUHU

Human Medicinal Products



http://www.dls.gov.ua/
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1. BHUPOBHHMYI OIIEPAIIII
JIIKAPCBKI 3ACOBH*

1.1. CrepuibHi Jikapcbki 3aco0u

1.1.1. Acenmuuno eucomosneni (6upobruyi onepayii ons
HACMYNHUX IKAPCOKUX Gopm)

1.1.1. Piguau B yakoBKax BEIHKOTO 00’ eMy

1.1.2. Jliodinizatu

1.1.3. M’sixi

1.1.4. PinuHu B ynakoBKax Majoro o0’emy

1.1.5. TBepxi Ta iMITAHTaHTH

1.1.6. THur acenTUYHO BUTOTOBJIEHI JIiKapChKi 3aC00M

(3a3Ha4MTH)

1.
1.
1.
1.
1.
1.

1.1.2. IlJo niooaiomwscs Kinyesiti cmepunizayii (6upoOHuyi
onepayii 0151 HACMYRHUX TIKAPCLKUX hopm)

1.1.2.1. Pinuau B ynmakoBKax BEIHKOTO 00’ eMy

1.1.2.2. M’sixi

1.1.2.3. Pigunu B ynmakoBKax Majoro o6’emy

1.1.2.4. TBepai Ta iMIIIAaHTaHTH

1.1.2.5. Inmni sixapcbki 3aco0H, 10 MiATAI0THCS KiHLEBii
cTepuii3anii (3a3HauuTH)

1.1.3. Cepmudghixayis cepiii

1.2. HectepuibHi jgikapcebki 3acooun

1.2.1. Hecmepunoni JiKapchKi 3acobu (supobnuyi onepayii

OJ1A HACMYNHUX JIKAPCLKUX ghopm)

1.2.1.1. Kancynu, TBepai

1.2.1.2. Kancynu, M’sxi

1.2.1.3. XKyBanbHi rymu

1.2.1.4. ImmpernoBani MaTpHIi

1.2.1.5. PignHu Ut 30BHINIHBEOTO 3aCTOCYBaHHS
1.2.1.6. Pinuau Ut BHYTPIIIHBOTO 3aCTOCYBaHHS
1.2.1.7. MeauyHi rasu

1.2.1.8. Tamri TBepai mikapebki Gpopmu

1.2.1.9. [Ipenapartu mix THCKOM

1.2.1.10. T'enepaTopu pamgioHyKIigiB

1.2.1.11. M’sxi

1.2.1.12. Cyno3uropii

1.2.1.13. Tabnetkn

1.2.1.14. TpaucaepMaibHi 1acTuUpi

1.2.1.15. CromarosoriuHi Marepiaiu

1.2.1.16. Inmmi HecTepuIIbHI JTIKapCchKi 3ac00H (3a3HAYUTH)

1.2.2. Cepmudghixayis cepiii

1.3. BioJioriuni Jikapchki 3aco0u

1.3.1. Bionoziuni nixapcuoki 3acobu

1.3.1.1. IlpenapaTu kpoBi

1.3.1.2. ImyHoGionoriuHi ikapchbki 3aco00n

1.3.1.3. Jlikapceki 3aco0u KIIITHHHOT Tepamii

1.3.1.4. Jlixapcbki 3aco0u TeHHOI Tepartii

1.3.1.5. biotexHomnori4Hi JiKapchKi 3ac00u

1.3.1.6. [Ipenaparu, ekcTparoBaHi 3 TKAaHUH JIOIUHA 200
TBapHvH

1.3.1.7. Jlikapchki 3acO0M TKaHUHHOI iHXKeHepil
1.3.1.8. Inmui GiosoriuHi JikapcheKi 3aco0M (3a3HAYNTH)

1.3.2. Cepmudghixayis cepiii (nepenix)
1.3.2.1. [Ipenaparu xpoBi

1.3.2.2. ImyHoObionoriyHi JlikapceKi 3acodu
1.3.2.3. Jlikapchbki 3aco0H KIITUHHOI Tepartii
1.3.2.4. JlixapchKi 3acobu reHHoil Teparii

1. MANUFACTURING OPERATIONS —

MEDICINAL PRODUCTS*

1.1. Sterile products

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

1.1.1.1. Large volume liquids

1.1.1.2. Lyophilisates

1.1.1.3. Semi-solids

1.1.1.4. Small volume liquids

1.1.1.5. Solids and implants

1.1.1.6. Other aseptically prepared products <free text>

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

1.1.2.1. Large volume liquids

1.1.2.2. Semi-solids

1.1.2.3. Small volume liquids

1.1.2.4. Solids and implants

1.1.2.5. Other terminally sterilised prepared products <free
text>

1.1.3. Batch certification

1.2. Non-sterile products

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

1.2.1.1. Capsules, hard shell

1.2.1.2. Capsules, soft shell

1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices

1.2.1.5. Liquids for external use

1.2.1.6. Liquids for internal use

1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms

1.2.1.9. Pressurised preparations

1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15. Intraruminal devices

1.2.1.16. Other non-sterile medicinal product <free text >

1.2.2 Batch certification

1.3. Biological medicinal products

1.3.1. Biological medicinal products
1.3.1.1. Blood products

1.3.1.2. Immunological products

1.3.1.3. Cell therapy products

1.3.1.4. Gene therapy products

1.3.1.5. Biotechnology products

1.3.1.6. Human or animal extracted products

1.3.1.7. Tissue engineered products
1.3.1.8. Other biological medicinal products <free text >

1.3.2. Batch certification (list of product types)
1.3.2.1. Blood products

1.3.2.2. Immunological products

1.3.2.3. Cell therapy products

1.3.2.4. Gene therapy products
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1.3.2.5. biotexHoNOTr4HI JiKapchKi 3ac00u

1.3.2.6. IIpenapaTy, eKCTparoBaHi 3 TKaHUH JIIOAUHU 200
TBapHH

1.3.2.7. Jlikapchki 3ac00M TKaHUHHOT iHXKeHepil

1.3.2.8. Tuuri 6ionorivHi ikapchki 3aco0u (3a3HaYHTH)

1.4. Inui Jikapcbki 3acod0u a00 BUPpOOHHYA islJIbHICTD
1.4.1. Bupobnuymeo:

1.4.1.1. Jlikapcbki 3aco0H 3 POCIMHHOI CHPOBHHH
1.4.1.2. T'omeonaTiyHi JTiKapCchKi 3ac00N

1.4.1.3. Tnmni (3a3HaunTH)

1.4.2 Cmepunizayis akmugHux peyosur/00noMIidCHUX
Peyosun/20mogoi npooyKyii

1.4.2.1. OinpTpaunis

1.4.2.2. CyxoxapoBa cTepuizawis

1.4.2.3. Crepuiizanis mapom

1.4.2.4. Ximiyna

1.4.2.5. 'amMMa-BUNIPOMiHIOBaHHS

1.4.2.6. EnexTpoHHO-IpOMEHEBA

1.4.3. Tnmi (3a3HaYUTH)

1.5. TakyBaHHs

1.5.1. Ilepsunne naxysanmus

1.5.1.1. Kancynu, TBepai

1.5.1.2. Kancymu, m’siki

1.5.1.3. XKyBanbHi rymu

1.5.1.4. IMnpersHoBani MaTpwHili

1.5.1.5. PiguHu U1 30BHINIHBOTO 3aCTOCYBaHHS
1.5.1.6. Piguau 1u1s BHYTPIIIHBOTO 3aCTOCYBaHHS
1.5.1.7. Mean4Hi ra3u

1.5.1.8. Inmmi TBepai Jmikapchki Gopmu

1.5.1.9. IIpenapatu mig TUCKOM

1.5.1.10. 'enepaTopu pamioHyKIiIiB

1.5.1.11. M’siki

1.5.1.12. Cyno3uropii

1.5.1.13. Tabnetkn

1.5.1.14. TpancnepmanbHi IACTHPL

1.5.1.15. Cromarosoriysi Marepianu

1.5.1.16. IHmmi HeCcTEpHIIBHI JTIKapChKi 3aCO00H
(3a3HaYNTH)

1.5.2. Bmopunne naxygeanus

1.6. IIpoBeaeHHs BUNIPOOYBAHb B PAMKAX KOHTPOJIIO
SIKOCTI

1.6.1. MikpoO6ioJIOTi4Hi: CTEPHIBHICTD

1.6.2. Mikpo6ioJoriysi: Mikpo06ioJoridHa YHCTOTa
1.6.3. ®iznuHI/XiMiYHI

1.6.4. biomoriuni

2. BAPOBHUYI ONEPAIIIL —
AKTUBHI PAPMAINEBTUYHI
IHI'PEJIEHTU™

AxruBHuii(i) hapmaneBTHuHuMii(i) iHrpemieHT(n):
2.1. BUpoOHUIITBO AKTHBHOI Pe4OBMHH HLISIXOM
XiMiYyHOr0 cUHTE3y

2.1.1. BupoOHHITBO aKTUBHUX MPOMIXKHUX PEUYOBUH
2.1.2. BupoOHHIITBO HEOUHIIIEHOTO AKTHBHOTO
(apMaleBTHIHOTO iHTpeieHTa

2.1.3. ConeyTBOpeHHS / OUUIIEHHS: (3a3HAYUTH)
(HampuKITam, KpUCTai3amis)

2.1.4. Inui (3a3HaYUTH)

2.2. OTpuMaHHs AaKTUBHOT0 (hapMaleBTHYHOT O
iHrpenieHTa 3 NPUPOIHMX JKepe

2.2.1. OTpuMaHHs PEYOBUHHU 3 POCIUH

2.2.2. OTpuMaHHs PEUOBUHHU 3 TBAPUH

2.2.3. OTpuMaHHs pEUOBUHH 3 JIOJCHKOI0 JLKEepenaa

1.3.2.5. Biotechnology products
1.3.2.6. Human or animal extracted products

1.3.2.7. Tissue engineered products
1.3.2.8. Other biological medicinal products <free text >

1.4. Other products or processing activity
1.4.1. Manufacture of:

1.4.1.1. Herbal products

1.4.1.2. Homoeopathic products

1.4.1.3. Other <free text >

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

1.4.2.1 Filtration

1.4.2.2. Dry heat

1.4.2.3. Moist heat

1.4.2.4. Chemical

1.4.2.5. Gamma irradiation

1.4.2.6. Electron beam

1.4.3. Others <free text>

1.5 .Packaging

1.5.1. Primary packing

1.5.1.1. Capsules, hard shell
1.5.1.2. Capsules, soft shell
1.5.1.3. Chewing gums

1.5.1.4. Impregnated matrices
1.5.1.5. Liquids for external use
1.5.1.6. Liquids for internal use
1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms
1.5.1.9. Pressurised preparations
1.5.1.10. Radionuclide generators
1.5.1.11. Semi-solids

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches
1.5.1.15. Intraruminal devices
1.5.1.16. Other non-sterile medicinal products <free text >
1.5.2. Secondary packing

1.6. Quality control testing

1.6.1. Microbiological: sterility
1.6.2. Microbiological: non-sterility
1.6.3. Chemical/Physical

1.6.4. Biological

2. MANUFACTURING OPERATIONS —
ACTIVE SUBSTANCES

Active Substance(s):

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.1. Manufacture of active substance intermediates
2.1.2. Manufacture of crude active substance

2.1.3. Salt formation / Purification steps : <free text> (e.g.
crystallisation)

2.1.4. Other <free text>

2.2. Extraction of Active Substance from Natural Sources
2.2.1. Extraction of substance from plant source

2.2.2. Extraction of substance from animal source

2.2.3. Extraction of substance from human source
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2.2.4. OTpuMaHHs PEYOBUHHU 3 MiHEPAJIBHOTO Keperia
2.2.5. Moauoixkarist oTpEMaHOi peYOBHHHU (3a3HAYUTH
JUKEpeTIo)

2.2.6. OunIeHHS OTPUMAHOI PEUOBHHH (3a3HAYUTH
JKEpeTo)

2.2.7. Inme (3a3HaunTH)

2.3. BUpoOHUITBO AKTUBHOI0 (papManeBTUYHOIO
iHrpenieHTa 3 BUKOPHUCTAHHAM 0ioJIOriYHMX npoueciB
2.3.1. ®epmenTanis

2.3.2. KynpTypa KIITHH (3a3HAYUTH TUI KIITHH)
(HampuKiIaz, ccaBLiB / GakTepianbHi)

2.3.3. Buninenns / OuunieHss

2.3.4. Moaudikaris

2.3.5. Tnme (3a3HaunTH)

2.4. BUpoOHUITBO CTEPHJILHOTO AKTUBHOI' O
¢apmaneBTHuHoOro inrpeanienra (po3ainu 3.1, 3.2, 3.3,
3aMo0BHIOIOTHCS 32 HEOOXiTHOCTI)

2.4.1. AcenTHYHO BUTOTOBJICHI

2.4.2. llpenapatu, Mo MiIAOTHCS KIiHIEBIN CTeprTi3amii

2.5. CtymneHi 3arajabHol 00podku

2.5.1 Cryneni ¢i3ngHoi 00poOKH (3a3HaYNTH) (HAIIPUKIIAL,
CyLIiHHS, TOPIOHEHHS / MiKpOHi3allis, IPOCIFOBaHHS)

2.5.2. llepBuHHE MaKyBaHHS (3aKyIOPIOBAaHHS /
repMeTH3allis aKTHBHOTO (hapMaleBTHYHOTO 1HIpelieHTa
MaKyBaJIbHUM MarepiaoM, sIKHil 3HAXOMTHCS B IPSIMOMY
KOHTAKTI 3 pEYOBHHOIO)

2.5.3. BropunHe nakyBaHHs (pPO3MIIlleHHS Te€pMETHIHOT
MIEPBUHHO]T yITaKOBKH BCEPEHMHI 30BHIIIHBOTO MAKyBaIEHOTO
Marepiaiy abo koHTelHepa. e Takox BKItouae B cebe
Oyzap-sike MapKyBaHHS MaTtepiay i izeHTudikaii abo
MIPOCTEKYBAHOCTI (HyMepallist cepii) akTHBHOTO
(hapMareBTHYHOTO 1HIPE/Ii€HTA)

2.5.4. Inme (3a3HauuTH) (A7 OTEpalliil, He OMMCAHNX BUILE)

2.6. IIpoBenenHsi BUNPoOYBaHb B PAMKAX KOHTPOJIIO
SIKOCTI

2.6.1. ®i3uyHi/XiMiuH] BHITPOOYBaHHS

2.6.2. Mikpo0ionoriudi BUnpoOyBaHHS (BHKIIIOYAIOYH
BUNIPOOYBaHHS CTEPIIIBHOCTI)

2.6.3. MikpobionoriuHi BUpoOyBaHHS (BKIIOYAROUH
BUIIPOOYBaHHS CTEPHILHOCTI)

2.6.4. BiosoriyHi BUIIPOOYBaHHS

3. IHITA AIAJIBHICTD — AKTUBHI
OAPMAINEBTUYHI IHTPEJIEHTH

(3a3HAYUTH) *

Bynb-siki oOMexeHHs: ab0 MOSICHEHHS, 1[0 MAlOTh
BIJHOIIEHHS 10 LEOTO

2.2.4. Extraction of substance from mineral source
2.2.5. Moadification of extracted substance <specify source
>

2.2.6. Purification of extracted substance <specify source >
2.2.7. Other <free text>

2.3. Manufacture of Active Substance using Biological
Processes

2.3.1. Fermentation

2.3.2. Cell Culture <specify cell type> (e.g. mammalian /
bacterial)

2.3.3. Isolation / Purification

2.3.4. Madification

2.3.5. Other <free text>

2.4. Manufacture of sterile active substance (sections 3.1,
3.2, 3.3. to be completed as applicable)

2.4.1. Aseptically prepared
2.4.2. Terminally sterilized

2.5. General Finishing Steps

2.5.1. Physical processing steps < specify > (e.g. drying,
milling / micronisation, sieving)

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

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 (lot numbering) of
the active substance)

2.5.4. Other <free text> (for operations not described
above)

2.6. Quality Control Testing

2.6.1. Physical / Chemical testing
2.6.2. Microbiological testing (excluding sterility testing)

2.6.3. Microbiological testing (including sterility testing)

2.6.4. Biological Testing

3.OTHER ACTIVITIES — ACTIVE
SUBSTANCES <free text>

Any restrictions or clarifying remarks related to the scope




I AIKC BiAmoBigansHoi ocoou, M.IT.
....... /............. [nara]

Jep:kaBHa ciy:xk0a YKpaiHH 3 JiKapcbKHX 3ac00iB Ta
KOHTPOJIIO 32 HAPKOTHKAMH

MiCL[e?)HaXOII)KeHHS[Z
Ten.:

daxkc:
www.dls.gov.ua
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signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address:

Phone:

Fax:
www.dls.gov.ua

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

Howmep cropinku / 3aranpHa KiTbKiCTh CTOPIHOK
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