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Honarok 3
1o Iopsaky nmpoBeneHHs
MIATBEPKCHHS BIIMOBITHOCTI
YMOB BHPOOHHUIITBA JTIKAPCHKHUX
3ac00iB BUMOTaM HaJICHKHOT
BUPOOHUYOT MPAKTHKH
(myHKT 6 po3aity )

HepxaBuuii ['ep0 Ykpainu
YKPAIHA
UKRAINE

CEPTU®IKAT BIINOBIZTHOCTI YMOB BUPOBHUIITBA JIIKAPCBKHUX
3ACOBIB BUMOI'AM HAJIEJKHOI BUPOBHNUYOI IPAKTUKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:

CTpOK aii mo: // Valid till: I MM  pppp

Yacruna 1

Part 1

Jep:xaBHa ciay:x0a Ykpainu 3 JikapcbKHuX 3ac0o0iB Ta
KOHTPOUIIO 32 HapkoTukaMu (ep:iikciy:xoa)
3acBiquye:

HaiimeHyBaHHS BUpOOHHKA, MiCIIE3HAXOPKEHHS
HaiimenyBaHHs1 BUpOOHNYOi(MX) AITBHUII(IIB):

Micue npoBa/KeHHS isSUTBHOCTI:
Jlitensist Ha BUPOOHMIITBO JIKapPCHKHUX 3aCO0IB

Bi,[[ « ”» No

Micue  BHPOOHMITBA  CHUCTEMAaTHYHO  IPOXOOHTH
IHCIICKTYBaHHsI 31 BCTaHOBJICHOIO IIEPIOIMYHICTIO Ha
BignoBigHicTh BuMoraM GMP 3rimHo 3i BCTaHOBJICHHM
TIOPSIKOM.

3a pe3yabTaTaMH IHCIIEKTYBaHHs I[bOrO BUPOOHHKA,
OCTaHHE 3 SIKUX OyJ10 IpoBe/IcHe

BCTaHOBJIEHO, 1[0 BiH BiJIITOBia€ BUMOraM HaJI€KHOL
BUPOOHUYOI MPAKTHUKH, 3a3HAYCHUM B

]

(Hopmamuenuil akm)
IO BiJNOBIJAIOTh BHMOIraM HAJCKHOI TMPAKTHKA MpPH
BUPOOHUIITBI 1 KOHTpOII sikocTi CHCTeMH CriBpOOiTHUIITBA
¢dapmanesruunux incrnekuiit (PIC/S), mupexriBam €C Ta
pexomeHpaiisM  BcecBiTHbOT — opraHizamii  OXOpOHH
3I0pOB’sl BIIHOCHO MPOAYKINI, WI0 NpH3HAYCHA ISt
TOpriBii Ta OUCTPUOYLIi B KpaiHi MOXOMmKeHHs abo st
EKCIIOpPTY.
Leii ceprudikar BimoOpaxkae craH BUPOOHUYO! ALTBHHIL
HA MOMEHT 1HCIIEKTYBaHHSI, 3a3HAYCHOTO BHIIE, i HE MOXKe
BHUKOPUCTOBYBATHCS JUTS MiATBEPPKSHHS BiIMOBIIHOCTI,
SKIIO 3 MOMEHTY IpOBEICHHS LbOTO IHCHEKTYBaHHS
MPOMIILTO OiMIbIIE HiX . ... POKH.
Leii ceprudikat BKIrO4a€e yacTuHu 1, 2 Ta J0AaTOK.
YuHHICT 1BOr0 cepTudikaTa MoXke OyTH MiATBEpIKEHA
OpraHoM, 1110 HOro BU/aB.

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

...... [eeeveed oo ... (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.

YacTuna 2

Part 2

Jlikapceki 3aco0u 1715 JTIOAUHH

Human Medicinal Products



http://www.dls.gov.ua/
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1. BHUPOBHHNUI OIEPAIII
JIKAPCBKI 3ACOBU*
1.1 CrepuibHi Jikapebki 3acoou

1.1.1. Acenmuuno eucomosneni (6upooHuyi onepayii ons
HACMYNHUX JIIKAPCOKUX Gopm)

1.1.1. PiguHu B yakoBKax BEJIHKOTO 00’ €My

1.2. Jliodinizaru

1.3. M’sixi

1.4. PinuHu B yrakoBKax Majoro ob’emy

1.5. Teepxi Ta IMIDTAHTaHTH

1.1.6. i acenTHYHO BUTOTOBJICHI JIIKAPCHKI 3aC00H

(3a3HAUUTH)

1.
1.1
1.1
1.1
1.1
1.

1.1.2. ll]o niodaromucs kinyesiit cmepunizayii (6upobHuyi
onepayii 013 HACMYNHUX JTIKAPCLKUX Gpopm)

1.1.2.1. Pinunu B ynakoBKax BEJIHUKOT0 00’ €My

1.1.2.2. M’ski

1.1.2.3. Pigunu B yrakoBKax Majioro o6’emy

1.1.2.4. TBepni Ta iMITIaHTaHTH

1.1.2.5. Iamm mikapcbki 3aco0u, MO MiUIAI0THCS KIHIIEBiH
cTepwitizanii (3a3Ha4nTH)

1.1.3. Cepmucpixayis cepiui

1.2. HecrtepuiasHi Jikapcbki 3aco0un

1.2.1. Hecmepuawni nikapcoki 3acobu (8upobnuyi onepayii

O/ HACMYNHUX JIIKAPCOLKUX Ghopm)

1.2.1.1. Kancynu, TBepai

1.2.1.2. Kancymu, M’ski

1.2.1.3. XKyBanbni rymu

1.2.1.4. IMnperHoBaHi MaTpHIL

1.2.1.5. PiguHu 1y1st 30BHIIIHBOTO 3aCTOCYBaHHS
1.2.1.6. PiguHu A7t BHYTPIIIHBOTO 3aCTOCYBaHHS
1.2.1.7. MeaunuHi rasu

1.2.1.8. Inmmi TBepai Jikapchki hopmu

1.2.1.9. TlpenapaTu miJ THCKOM

1.2.1.10. T'eneparopu pamioHyKIiiB

1.2.1.11. M’sixi

1.2.1.12. Cymnozutopii

1.2.1.13. TaGnerku

1.2.1.14. TpaHncaepMaibHi IacTUPI

1.2.1.15. Cromarosoriuni Marepiaiu

1.2.1.16. Inmni HecTepHIiIbHI JTIKapChKi 3aCO0U (3a3HAYUTH)

1.2.2. Cepmucpixayis cepiu

1.3. BioJioriuni Jikapcbki 3aco0n

1.3.1. Bionoeiuni nikapcuoki 3acodu

1.3.1.1. TlpenapaTu kpoBi

1.3.1.2. ImyHoGionoriyti Jikapchki 3aco01

1.3.1.3. Jlikapchki 3aco0u KIITUHHOI Teparii

1.3.1.4. Jlixapchki 3acobu reHHoi Tepariil

1.3.1.5. bioTexHONMOri4YHi JiKapchbKi 3ac00H

1.3.1.6. TlpenapaTu, eKCTparoBaHi 3 TKAHUH JIIOJAUHU a0
TBapHH

1.3.1.7. Jlikapchki 3aco0u TKaHHHHOT iHKeHepil

1.3.1.8. Tnui GionorivHi JiKapchKi 3aco0u (3a3HAYMTH)

1.3.2. Cepmudpixayis cepiui (nepenix)
1.3.2.1. TIpenapaTu KpoBi

1.3.2.2. ImyHoGionoriyHi Jikapchki 3aco01
1.3.2.3. Jlikapchki 3ac00U KIITHHHOI Tepartii
1.3.2.4. Jlikapchki 3acobu reHHoi Teparil

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. biorexHonmOri4Hi Jikapchki 3aco0n

1.3.2.6. [Ipenaparu, ekcTparoBaHi 3 TKAHWH JIFOIUHA 200
TBapuH

1.3.2.7. JIikapchKi 3aco0M TKAaHUHHOI iH)KeHepil

1.3.2.8. Inmi GiomnorivHi Jlikapcbki 3aco0n (3a3HAYHUTH)

1.4. Inwi gikapcebki 3acodu a60 BUpoOHMYA JisNIBHICTH
1.4.1. Bupobnuymeo:

1.4.1.1. JlixapchKi 3ac00H 3 pOCIMHHOI CHPOBUHU

1.4.1.2. TomeonaTHyHi JiKapchbKi 3aC00H

1.4.1.3. Inmi (3a3HaunTH)

1.4.2 Cmepunizayis akmugHUX peuosun/00NOMINCHUX
pewosun/20mogoi npodyKyii

1.4.2.1. ®inprparis

1.4.2.2. CyxokapoBa CTepHItizalis

1.4.2.3. Crepwizarnist mapom

1.4.2.4. XimiuHa

1.4.2.5. T'amMmMa-BHIIPOMIHIOBaHHS

1.4.2.6. EnextpoHHO-TIpOMEHEBA

1.4.3. Inmmi (3a3HaumnTH)

1.5. IlakyBanust

1.5.1. Ilepsunne naxyeanms

1.5.1.1. Kancynu, TBepai

1.5.1.2. Kancymu, M’ski

1.5.1.3. XKyBanbni rymu

1.5.1.4. ImnperHoBaHi MaTpuLi

1.5.1.5. PiguHu 11st 30BHIIHBOTO 3aCTOCYBaHHS
1.5.1.6. Piguau 71t BHYTPIIIHBOTO 3aCTOCYBaHHS
1.5.1.7. MeaunuHi rasu

1.5.1.8. Inmi TBepai Jikapchki hopmu

1.5.1.9. TlpenapaTu miJ THCKOM

1.5.1.10. I'enepaTopu pagioHyKIiIiB

1.5.1.11. M’siki

1.5.1.12. Cymnozutopii

1.5.1.13. TaGnerku

1.5.1.14. TpaHcaepMaibHi IIacTUPi

1.5.1.15. Cromarornoriuni Matepianu

1.5.1.16. Inmri HecTepuIiIbHI JTiKapChKi 3aco00u
(3a3HaYUTH)

1.5.2. Bmopunne naxyeanms

1.6. IIpoBeieHHst BUNPOOYBAHb B PAMKAX KOHTPOJIIO
SIKOCTI

1.6.1. Mikpo0ioJiorivHi: CTepHIIbHICTh

1.6.2. Mikpobiosori4si: MikpoOionoriuHa 4ncrora
1.6.3. ®i3uuni/ximiuHi

1.6.4. Bionoriyni

2. BUPOBHHMYI OIEPALII —
AKTUBHI PAPMAINEBTHUYHI
IHI'PEJIEHTU*

AxrtuBuuiA(1) papmaueBTraHuiA(i) iHrpexieHT(1):
2.1. BupoOHUIITBO AKTHBHOI PEYOBMHHU LLIAXOM
XiMiYHOI0 CHHTe3y

2.1.1. BUpOOHHIITBO aKTUBHHUX MPOMIXKHHUX PEUOBUH
2.1.2. BUpOOHHIITBO HEOUYHIIIEHOTO AKTUBHOTO
(hapMaIeBTUYHOTO iHTpe/i€HTa

2.1.3. ConeyrBopeHHs / OUHIICHHS: (3a3HAYHTH)
(HanpuKIa, KpUucTari3aiis)

2.1.4. Tamii (3a3Ha4UTH)

2.2. OTpuMaHHA AaKTUBHOI0 hapMaleBTUYHOIO
iHrpeaieHTa 3 NPUPOAHUX TKepes

2.2.1. OTpuMaHHS PEYOBHHH 3 POCIUH

2.2.2. OrpuMaHHS pEYOBHHH 3 TBAPUH

2.2.3. OTpuMaHHS pEeYOBHHH 3 JIIOACHKOTO JKEpena

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. OrpuMaHHS pEeYOBHHH 3 MiHEPAJILHOTO JDKEpera
2.2.5. Moandikamist OTpEMaHOI pEYOBHHH (3a3HAUUTH
JOKEPETIo)

2.2.6. OunIIeHHS OTPUMAHOI PEYOBHHH (3a3HAYUTH
JOKEPETIo)

2.2.7. Inme (3a3Ha4nTH)

2.3. BupoGHHITBO aKTUBHOTO (hapManeBTHIHOTO
iHrpenienTa 3 BUKOPHCTAHHSAM 6io/10riYHHX Mponecis
2.3.1. ®epmeHTallis

2.3.2. KynbTypa KIiTHH (3a3HaYUTH THI KITITHH)
(HanpuKiaz, ccaBUiB / GakTepialbHi)

2.3.3. Buginenns / Ouniienus

2.3.4. Moaudikaris

2.3.5. Inme (3a3HaumnTH)

2.4. BupoOHUIITBO CTEPHJILHOI0 AKTUBHOIO
¢papmaneBTHuHOro inrpenienra (po3aim 3.1, 3.2, 3.3,
3aMOBHIOIOTHCS 32 HEOOXiTHOCTI)

2.4.1. AcenTu4HO BUTOTOBJIEHI

2.4.2. Tlpenapatw, O i IIAI0THCS KIHIEBIH CTeprITi3amil

2.5. Cryneni 3arajibHoi 00po0KH

2.5.1 Crynesni ¢iznunoi 06poOku (3a3HaunTH) (HANPUKIA,
CYIIiHHS, MOAPIOHEHHSs / MIKpOHI3allis, TPOCIIOBAHHS)

2.5.2. IlepBuHHe NaKyBaHHA (3aKyIOPIOBaHHS /
repMeTH3allis akTUBHOTrO ()apMaleBTHYHOrO iHrpeieHTa
[IaKyBaJIbHIM MaTepianoM, SKHil 3HaXOOUTLCS B IIPIMOMY
KOHTAKTi 3 PEU4OBHHOIO)

2.5.3. BropuHHe nakyBaHHS (PO3MIIIEHHS Te€PMETHIHOT
MIEPBUHHOI YIAKOBKH BCEPEIMHI 30BHIIIHBOIO NaKyBaJIbHOTO
Matepiany abo koHTeiHepa. Lle Takox BKiIodae B cede
OyIp-siKe MapKyBaHHs Matepiany uis inenTudikanii abo
MPOCTEXKYBAaHOCTi (HyMepaLis cepii) akTHBHOI'O
(hapMareBTUYHOTrO iHrpeIi€HTa)

2.5.4. Tnme (3a3HaumnTH) (U151 ONepalliii, He OIHMCAHKMX BHIIIE)

2.6. [IpoBeneHHs1 BUIIPOOYBAHb B PAMKAX KOHTPOJIIO
SIKOCTI

2.6.1. ®i3nuHi/XiMi4HI BUPOOYBaHHS

2.6.2. Mikpobionoriyni BUIIPpoOyBaHHS (BUKIIOYAI0YN
BUIPOOYBaHHS CTEPUIBHOCTI)

2.6.3. Mikpobionoriyni BUIIPoOYBaHHS (BKIIOUAIOUH
BUIPOOYBaHHS CTEPUIBHOCTI)

2.6.4. Bionoriuti BUIPOOYBaHHS

3. IHIIA AIAJIBHICTD — AKTUBHI
OAPMALEBTHUYHI IHTPEAICHTHU

(3a3HAYUTH) *

Byznp-siki oOMexeHHst a00 MOSCHEHHSI, 110 MAOTh
BiJTHOLICHHS JI0 IIbOTO

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. Modification

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




MM AMKC BiANOBigansHol ocobu, M.IT.

Jep:xaBHa cayx0a Ykpainu 3 JdikapcbKux 3aco6iB Ta
KOHTPOJTIO 32 HAPKOTHKAMH

Micle3HaXOKEHHS:
Temn.:

dakc:
www.dls.gov.ua

* 3anuumMTH noTpioHe.
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signature of the Executive officer (see left)

....... /ecioid....... [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

Homep cropinku / 3araigpHa KUTBKICTB CTOPiHOK


http://www.dls.gov.ua/
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HepxxaBuuii ['ep0 Ykpainu
YKPAIHA
UKRAINE

CEPTH®IKAT BIIITOBIJTHOCTI YMOB BUPOBHUILITBA JIKAPCHKHX
3ACOBIB BUMOI'AM HAJIEKHOI BUPOBHHNYOI IPAKTUKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudikat Ne: // Certificate No:

CTpOK aii mo: // Valid till: I MM  pppp

Yacruna 1

Part 1

Jep:xaBHa ciyx0a Ykpainu 3 JikapcbKuXx 3aco0iB Ta
KOHTPOJIIO 32 HapkoTukamu ([epaiikciyx6a)
3acBiquye:

HaiimenyBaHHS BHpOOHHKa, MiCIIe3HAXOPKEHHS
HaiimenyBanHs BUpOOHNY0i(MX) AITBHUI(IIB):

Micue npoBaKeHHS JisUTBHOCTI:
Jliniensist Ha BUPOOHMIITBO JIKapChKHUX 3aC00IB

Bi}l « ” No

3a pe3yabpTaTaMy JAUCTAHIIIHOI OLIHKK IIHOr0 BUPOOHHKA,
sika OyIa poBeJieHa

BCTaHOBJIEHO, 1[0 BiH BiJIITOBia€ BUMOraM HaJIe€KHOL
BUPOOHUYOI MPAKTHUKH, 3a3HAUCHUM B

(Hopmamuenuil akm)

Leii ceprudikaT BKiIrO4ae yacTuuu 1, 2 Ta 10JaTOK.
UuHHICTh LBOrO cepThdikaTta MoXe OYyTH MigTBEpKCHA
OpraHoM, 110 HOro BUIAB.

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

...... /e eeal ooo ... (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.

YacTuna 2

Part 2

Jlikapchki 3aco0u A TIOANHM

Human Medicinal Products



http://www.dls.gov.ua/

ITponoBxenHs noarka 3

1. BHUPOBHUMUI OINEPAIII
JIKAPCBKI 3ACOBU*
1.1 CrepuibHi Jikapcbki 3acodun

1.1.1. Acenmuuno eucomosneni (6upooHuyi onepayii ons
HACMYNHUX JIIKAPCOKUX Gopm)

1.1.1. PiguHu B yakoBKax BEJIHKOTO 00’ €My

1.2. Jliodinizaru

1.3. M’sixi

1.4. PinuHu B yrakoBKax Majoro ob’emy

1.5. Teepxi Ta IMIDTAHTaHTH

1.1.6. Inmi acenTHYHO BUTOTOBJICHI JIIKAPCHKi 3aCO0U

(3a3HAUUTH)

1.
1.1
1.1
1.1
1.1
1.

1.1.2. ll]o niodaromucs kinyesiit cmepunizayii (6upobHuyi
onepayii 013 HACMYNHUX JTIKAPCLKUX Gpopm)

1.1.2.1. Pinunu B ynakoBKax BEJIHUKOT0 00’ €My

1.1.2.2. M’ski

1.1.2.3. Pigunu B yrakoBKax Majioro o6’emy

1.1.2.4. TBepni Ta iMITIaHTaHTH

1.1.2.5. IHmmi  ikapchKi 3ac00M, 10 TTAF0THCS KiHIEBIH
cTepwitizanii (3a3Ha4nTH)

1.1.3. Cepmucpixayis cepiui

1.2. HecrtepuibHi Jikapcbki 3acodun

1.2.1. Hecmepuabni NiKapCchbKi 3aC00H  (8upoOHuui onepayii

015 HACMYNHUX JIIKAPCOLKUX hopm)

1.2.1.1. Kancynu, TBepai

1.2.1.2. Kancymu, M’ski

1.2.1.3. XKyBainbHi rymu

1.2.1.4. IMnperHoBaHi MaTpHIL

1.2.1.5. PiguHu [y1st 30BHIMIHBOTO 3aCTOCYBaHHS
1.2.1.6. Piguau a7t BHYTPIIIHBOTO 32CTOCYBAHHS
1.2.1.7. MeaunuHi rasu

1.2.1.8. Inmi TBepxi Jikapchki hopmu

1.2.1.9. TlpenapaTu miJ THCKOM

1.2.1.10. T'eneparopu pamioHyKIiiB

1.2.1.11. M’sixi

1.2.1.12. Cynozutopii

1.2.1.13. TaGnerku

1.2.1.14. TpaHcaepMaibHi IacTUPI

1.2.1.15. Cromarosoriuni MaTepiaiu

1.2.1.16. Inuni HecTepHIIbHI JTIKapChKi 3acO0U (3a3HAYUTH)

1.2.2. Cepmucpixayis cepiu

1.3. BioJjioriuni Jikapcbki 3acodun

1.3.1. Bionoeiuni nikapcoki 3acodu

1.3.1.1. TlpenapaTu kpoBi

1.3.1.2. ImyHoGionoriyHi Jikapchki 3aco01

1.3.1.3. Jlikapchki 3aco0u KIITUHHOI Teparii

1.3.1.4. Jlikapchki 3acobu reHHoi Tepariil

1.3.1.5. bioTexHONMOri4yHi JiKapchbKi 3ac00H

1.3.1.6. TlpenapaTu, eKCTparoBaHi 3 TKAHUH JIIOAUHU a0
TBapHH

1.3.1.7. Jlikapchki 3aco0u TKaHUHHOT i1HKeHepil

1.3.1.8. Tnui GionorivHi JiKapchKi 3aco0u (3a3HAYMTH)

1.3.2. Cepmudpixayis cepiui (nepenix)
1.3.2.1. TIpenapaTu KpoBi

1.3.2.2. ImyHoGionoriyHi Jikapchki 3aco001
1.3.2.3. Jlikapchki 3ac00U KIITHHHOI Tepartii
1.3.2.4. Jlikapchki 3acobu reHHoi Teparil

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. biorexHonOri4Hi JikapchKi 3aco0n

1.3.2.6. [Ipenaparu, ekcTparoBaHi 3 TKAHWH JIFOIUHA 200
TBapuH

1.3.2.7. Jlixapchki 3aco0M TKAaHWHHOI iHXKeHepil

1.3.2.8. Inmi 6ionorivHi JiKapceKi 3acodu (3a3HAYNTH)

1.4. Inwi yikapcbki 3acodn a60 BUpoOHMYA JisNIBHICTH
1.4.1. Bupobnuymeo:

1.4.1.1. Jlikapcbki 3aCO0H 3 POCIMHHOI CHPOBHUHHU
1.4.1.2. T'omeonaTiyHi JKapchKi 3aco0u

1.4.1.3. Inmi (3a3Ha4nTH)

1.4.2 Cmepunizayis akmugHUx peuosun/00NOMINCHUX
PEUOBUH/20MO80T NPOOYKYTT

1.4.2.1. ®inprpanis

1.4.2.2. CyxokapoBa CTepHItizalis

1.4.2.3. Crepwizaliis mapom

1.4.2.4. XimiuHa

1.4.2.5. T'amMmMa-BHIIPOMiHIOBaHHS

1.4.2.6. EnextpoHHO-TIpOMEHEBA

1.4.3. Tnmmi (3a3Ha9mnTH)

1.5. IlakyBanust

1.5.1. Ilepsunne naxyeanms

1.5.1.1. Kancynu, TBepai

1.5.1.2. Kancymu, M’ski

1.5.1.3. XKyBanbni rymu

1.5.1.4. ImnperHoBaHi MaTpuLi

1.5.1.5. PigyHu 11s 30BHIIIHBOTO 3aCTOCYBaHHS
1.5.1.6. PiguHu i1t BHYTPIIIHBOTO 3aCTOCYBaHHS
1.5.1.7. Meauuni razu

1.5.1.8. Inmmi TBepai JikapchbKi hopmu

1.5.1.9. TlpenapaTu miJ THCKOM

1.5.1.10. I'enepaTopu pagioHyKIiIiB

1.5.1.11. M’siki

1.5.1.12. Cymnozutopii

1.5.1.13. TaGnerku

1.5.1.14. TpaHncaepMambHi IIaCTHUPI

1.5.1.15. Cromarornoriuni MaTepianu

1.5.1.16. Inuni HecTepHIbHI JTiKapChKi 3ac00n
(3a3HaUUTH)

1.5.2. Bmopunne naxyeanms

1.6. IIpoBeeHHst BUNPOOYBAHb B PAMKAX KOHTPOJIIO
SIKOCTI

1.6.1. Mikpo0ioJiorivHi: CTepHIIbHICTh

1.6.2. Mikpobiosori4si: MikpoOionoriuHa 4ncrora
1.6.3. ®i3uuni/XimMiuHi

1.6.4. Bionoriuni

2. BUPOBHHMYI OIEPALII —
AKTUBHI PAPMALNEBTHUYHI
IHI'PEJIEHTU*

AxrtuBHuiA(1) papmaneBTruHuiA(i) iHrpeaieHT(1):
2.1. BupoOHUIITBO AKTHBHOI PEYOBMHHU LLIAXOM
XiMiYHOI0 CHHTe3y

2.1.1. BUpOOHHIITBO aKTUBHHUX MPOMIXKHHUX PEUOBUH
2.1.2. BUpOOHHIITBO HEOUYHIIIEHOTO AKTUBHOTO
(hapMaIeBTUYHOTO iHrpe/IieHTa

2.1.3. ConeyTrBopeHHs / OUHIICHHS: (3a3HAYHUTH)
(HanpuKIa, KpUucTari3aiis)

2.1.4. Tamii (3a3Ha4UTH)

2.2. OTpuMaHHA AaKTUBHOI0 hapMaleBTUYHOIO
iHrpeaieHTa 3 NPUPOAHUX TKepes

2.2.1. OTpuMaHHs pEUYOBUHH 3 POCITHH

2.2.2. OrpuMaHHS pEYOBHHH 3 TBAPUH

2.2.3. OTpuMaHHS pEYOBHHH 3 JIIOACHKOTO JUKEpena

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. OrpuMaHHS pEeYOBHHH 3 MiHEPAJILHOTO JDKEpera
2.2.5. Moandikamist OTpEMaHOI pEYOBHHH (3a3HAUUTH
JOKEPETIo)

2.2.6. OunIIeHHS OTPUMAHOI PEYOBHHH (3a3HAYUTH
JOKEPETIo)

2.2.7. Inme (3a3Ha4nTH)

2.3. BupoGHHITBO aKTUBHOTO (hapManeBTHIHOTO
iHrpenienTa 3 BUKOPHCTAHHSAM 6io/10riYHHX Mponecis
2.3.1. ®epmeHTallis

2.3.2. KynbTypa KIiTHH (3a3HaYUTH THI KITITHH)
(HanpuKiaz, ccaBUiB / GakTepialbHi)

2.3.3. Buginenns / Ouniienus

2.3.4. Moaudikaris

2.3.5. Inme (3a3HaumnTH)

2.4. BupoOHUIITBO CTEPHJILHOI0 AKTUBHOIO
¢papmaneBTHuHOro inrpenienra (po3aim 3.1, 3.2, 3.3,
3aMOBHIOIOTHCS 32 HEOOXiTHOCTI)

2.4.1. AcenTu4HO BUTOTOBJIEHI

2.4.2. Tlpenapatw, O i IIAI0THCS KIHIEBIH CTeprITi3amil

2.5. Cryneni 3arajibHoi 00po0KH

2.5.1 Crynesni ¢iznunoi 06poOku (3a3HaunTH) (HANPUKIA,
CYIIiHHS, MOAPIOHEHHSs / MIKpOHI3allis, TPOCIIOBAHHS)

2.5.2. IlepBuHHe NaKyBaHHA (3aKyIOPIOBaHHS /
repMeTH3allis akTUBHOTrO ()apMaleBTHYHOrO iHrpeieHTa
[IaKyBaJIbHIM MaTepianoM, SKHil 3HaXOOUTLCS B IIPIMOMY
KOHTAKTi 3 PEU4OBHHOIO)

2.5.3. BropuHHe nakyBaHHS (PO3MIIIEHHS Te€PMETHIHOT
MIEPBUHHOI YIAKOBKH BCEPEIMHI 30BHIIIHBOIO NaKyBaJIbHOTO
Matepiay abo koHTelHepa. Lle Takox BKIitouae B cebe
OyIp-siKe MapKyBaHHs Matepiany uis inenTudikanii abo
MPOCTEXKYBAaHOCTi (HyMepaLis cepii) akTHBHOI'O
(hapMareBTUYHOTO 1HIPE/Ii€HTA)

2.5.4. Tnme (3a3HaumnTH) (U151 ONepalliii, He OIHMCAHKMX BHIIIE)

2.6. [IpoBeneHHs1 BUIIPOOYBAHb B PAMKAX KOHTPOJIIO
SIKOCTI

2.6.1. ®i3nuHi/XiMi4HI BUPOOYBaHHS

2.6.2. Mikpobionoriyni BUIIPpoOyBaHHS (BUKIIOYAI0YN
BUIPOOYBaHHS CTEPUIBHOCTI)

2.6.3. MikpoGionoriyni BUIPpoOyBaHHs (BKIIOYAIOYH
BUIPOOYBaHHS CTEPUIBHOCTI)

2.6.4. Bionoriuti BUIIPOOYBaHHS

3. IHIIA AIAJIBHICTD — AKTUBHI
OAPMALEBTHUYHI IHTPEAICHTHU

(3a3HAYUTH) *

Byznp-siki oOMexeHHst a00 MOSCHEHHSI, 110 MAOTh
BiJTHOLICHHS JI0 IIbOTO

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. Modification

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
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