VKPATHA
UKRAINE

CEPTH®IKAT BIAITOBIAHOCTI YMOB BUPOBHUIITBA JIIKAPCHLKUX 3ACOFBIB
BUMOTI'AM HAJIE)KHOI BUPOBHHUYOI IPAKTUKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 023/2017/GMP

Crpok aii no:
Valid till: 14.04.2020

Yacruna 1

Part 1

Hepxasna cnyxba Yipainn 3 JikapcbKux 3acobin
Ta KOHTPOJII0 32 HapKoTHKaMu (Jepxutikcayxba)
3acBimuye:

HaiimenyBants BUpOGHMKA, MiCLIE3HAXOKEHHS:
Ilpusarue akuionepie roBapucTso ""Jlekxim-
XapkiB"

Vkpaina, 61115, Xapkicbka 06:1., MicTo Xapkis,
Bynuus Cesepuna IoTtouskoro, 6yauHok 36

HaiimenyBaHHs BUPOOHUUOT(KMX) AiMbHULI(LB):
IlpuBarue axkuionmepue ToBapucrBo "Jlekxim-
Xapkis"

Micue npoBapKeHHs AiSNIBHOCTI:

VYkpaina, 61115, Xapkiseska 0641, micro Xapkis,
Byanus Cesepnua ITorouskoro, 6yannox 36

Jliuensis Ha BUpOOHHLTBO JliKapChKHX 3ac06iB B
Vkpaini Big 08.02.2011 AB Ne 501356
Micue BUPOOHUITBA CHCTEMATHUYHO MPOXOAMTE
{HCMEKTYBAHHA 31 BCTAHOBIEHOIO NePIOAUYHICTIO Ha
BiAMOBiAHICTE BHMoram GMP 3rifgHo 31 BCTaHOBAEHUM
TOPSIAKOM,
3a pesynbTaTaMH IHCMEKTYBAHHS LbOTO BHPOOHHMKA,
OCTaHHE 3 sIKMX OyJIo npoBeaeHe
10.04.2017 - 14.04.2017,

BCTAHOBJICHO, UIO BIH BIAMNOBIAAE BUMOraM HAJEXHOT
BUPOOHHUOI NPAKTHKH, 3a3HAUEHUM B

Hacranori CT-H MO3V 42-4.0:2016

“Jlikapchki 3acobu. HanerxHa BUpo®HMUA nMpakTHKa”,
(nopmamuaiuii axm)

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

Manufacturer’s name, registered place of business:
Joint Stock Company '"Lekhim-Kharkiv"

Ukraine, 61115, Kharkiv region, Kharkiv, Severyna
Pototskoho street, building 36

Name(s) of manufacturing site(s):
Joint Stock Company "Lekhim-Kharkiv"

Manufacturing site address:
Ukraine, 61115, Kharkiv region, Kharkiv, Severyna
Pototskoho street, building 36

Manufacturing authorization for medicinal products in
Ukraine from 08.02.2011 AB Ne 501356
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
10.04.2017 - 14.04.2017,
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)

I'onosa JdepxaBuoi cayx6u Ykpainu 3
JIKAPCHKHX 32c00iB Ta KOHTPOJIIO 32
HAPKOTHKAMHM

H.AL Tynse

Head of the State Service of Ukraine
on Medicines and Drugs Control

N.Y. Gudz

NiAnNKC BiANOBIAaNBIOT 0cobu ' i
Hepxagna cnymba Yipaiuu 3 aikapeskux 3aco6is Ta KOHTPOI0
32 HAPKOTHKAMH _
Micuesnaxomxenns: npocnekr [epemoru, 120, m. Kuis-115. YVipaina,
03115

Ten.: +38(044) 422-55-77

Qaxc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

M.TL

= 21\
signatlire ol the Execulive officer (see left)
State'Service of Ukraine on Medicines and Drugs Control

i Addrcss: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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IO BIANOBIAAFOTE BMMOTaM HAI&KHOI MPAKTHKH TPH
BHUPOOHHUITBI 1 koHTposmi  skocti  Cucremu
cniBpoGiThuUTBa hapMaueBTHUHKUX iHcnekui (PIC/S),
nupektuBam €C Ta pekoMmeHaalisM BcecBiTHROT
OpraHizalii OXOPOHM 3[0pPOB’S BIAHOCHO MNpPOAYKLII,
110 MpH3HaYeHa Jjis TOPTiBi Ta QUCTPHOYLIl B KpaiHi
MOXOJDKEHHA a60 U1 eKCIIOoPTY.

Lle#t ceprudikar Bigobpaxae craH BUpOGHWUOT
LUTBHMII HAa MOMEHT IHCMEKTYBAaHHS, 3a3HAYEHOro
BUIIE, 1 HE MOXEe BUKOPUCTOBYBATHCA  AJIs
MIATBEP/KEHHS  BIMMOBIAHOCTI, AKIIO 3 MOMEHTY
MPOBEJIEHHA LILOr0 IHCNEKTYBAHHS MPOMLIIO GiNblie
Hix 3 pokw.

Lle#t ceptudikar BiUTIOYAE YaCTHRY 1, 2 Ta JOIATOK.
Hunnicte  nporo  ceprudikara mMoxke  GyTH
MIATBEPUKEHA OPraHoM, Lo HOro BHIAB.

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.

Yacruna 2

Part 2

Jlikapebki 3aco0u aas Joannu

Human Medicinal Products

1. BHPOBHUYI OTIEPAIIII - JITKAPCBHKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. Crepnasni npoaykru

1.1. Sterile products

1.1.1. Acenmuuno euzomosneni (supobuuui onepayii
ONsL HACHYNHUX TTKAPCHKUX (hopm)

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

1.1.1.4. Piaunn B ynakoskax manoro 06’emy

1.1.1.4. Small volume liquids

1.1.2. U]o niooatomecs kinyesiti cmepunizayii
(6upobHUYT OnEPAYIl ONs HACIYRHUX AIKAPCLRUX hopm)

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

1.1.2.3. Pinuuu B ynakoskax Manoro o6’emy

1.1.2.3. Small volume liquids

1.1.3. Cepmuchixayin cepiii

1.1.3. Batch certification

1.2. HecTepniabHi poayKTH

1.2. Non-sterile products

1.2.1. Hecmepunwni npodykmu (6upobuuui onepayii
OJL HACIYNNUX MKAPCOKUX (hopm)

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

1.2.1.12. Cynosuropil

1.2.1.12. Suppositories

1.3. Bionoriumi sikapenki 3aco6u

1.3. Biological medicinal products

1.3.1. Bionoaiyni sikapeski sacobu

1.3.1. Biological medicinal products

1.3.1.2. ImynoGionoriuni nikapceki 3acobu

1.3.1.2. Immunological products

1.3.1.6. llpenapatu, ekcTparosani 3 TKAHUH TBAPHH

1.3.1.6. Animal extracted products

1.4. Tmwi nposykri a60 BUpoGHAUA AiSALIICTD

1.4. Other products or processing activity

1.4.1. Bupobnuymeo:

1.4.1. Manufacture of:

1.4.1.1. TIpoiyKTH 3 POCIAHHHOT CHPOBUHM

1.4.1.1. Herbal products

1.5. NakyBanus

2, Lol
1.5 .Packaging

T'onosa Jepxanuoi cyxGu Ykpainu 3
JiKApCHKHX 32c06iB TA KOHTPOJIIO 32
HAPKOTHKAMH

H.SL Tyase

Head of the State Service of Ukraine

% on Medicines and Drugs Control

N.Y. Gudz

B
nianye Bianosinansiioi ocobu =
Hepwasna cayaxba Yrpaiuu 3 aikapebkux 3acobis Ta “rmllrr['m.nm
32 HAPKOTHKAMHU :

Micuesuaxomxceiis: npocnekt [epemoru, 120, m. Kuig-1135; VYiepairin:

03115

Ten.: +38(044) 422-55-77
Dakc: +38(044) 422-55-77
mailto: dls@dls.gov.ua

M1

signature of the Executive officer (see left)
State Service of Ukraine on Medicines and Drugs Control
-Adnlrcss; 120, Peremohy avenue, Kyiv-115, Ukraine. 03115

- Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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1.5.2. Bmopunne naxyeans

1.5.2. Secondary packing

1.6. Ilposenennss BUNPOGYBaHb B pAMKAX KOHTPOJIIO
AKOCTI

1.6. Quality control testing

1.6.1. MikpoGionoriuti: cTepUIBHICTS

1.6.1. Microbiological: sterility

1.6.2. MikpoGionoriusi: Mikpo6ionoriuda 4ucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®iznyHi/XimiuHi

1.6.3. Chemical/Physical

1.6.4. Bionoriuui

1.6.4. Biological

jz? /05;%‘”/ Hama/Date

T'onosa Jlepxasnoi cayx6u Yipaium 3
JlikapebKHX 32c06iB Ta KOHTPOJIO 32
HAPKOTHKAMH

H.A. Tyass

Z4

Head of the State Service of Ukraine
on Medicines and Drugs Control

N.Y. Gudz

niAnuC BiAnoBinamsHoi ocobu \

Hepxapna cayxba Yrpaiuu 3 nikapebkux 3aco6is Ta KOHTPOMIO\

32 HAPKOTHKAMMU N\,
Micuesnaxomxenns: npocnekt [lepemorn, 120, M. Kuis-115, Yipaina,
03115
Ten.: +38(044) 422-55-77

Daxc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

MLIT. ™

signature oftheExecutive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

. Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phorie: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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Honatox no Ceprudikara

Annex to Certificate

BUPOOHUK

manufacturer

023/2017/GMP

PEECTPAIIII B YKPATHI

Bill
from JE 05 206/7

[TpuBaTHe akuionepHe ToBapucTso "Jlekxim-Xapkis"
Anpeca MicIs npoBaKEHHs TiAIBHOCTI:

HEPEJIK JIKAPCBKUX 3ACOBIB, 3APE€ECTPOBAHUX ABO 3AINIAHOBAHUX J[O

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Ykpaina, 61115, Xapkiscbka 0611, Micto Xapkis, Byminsa Cesepraa [10TOIBKOTO,
Oynutok 36

Manufacturing site address:
Ukraine, 61115, Kharkiv region, Kharkiv, Severyna Pototskoho street, building 36

o Ceprudikara

to Certificate

023/2017/GMP

Joint Stock Company "Lekhim-Kharkiv"

CTPOKOM il 10

valid till

14.04.2020

Ne Ha3sa nikapcsiroro sacoby Peectpauiiine
3/n Haszga Ta nmikapebka gopma Ha3pa Ta nikapcbka gopma MikHapoaHa nocBig4eHns
JiKapcLKOro 3acoly JIKapebLKOro 3acody HEMaTeHTOBAHA HA3BA (Toprosa
(YKpaTHCBKOK MOBOI0) (anraiiicbK010 MOBOIO) Aitouoi(ux) peyoBHHH(UH), JlineHsis) Ne
y TOMY 4HCA X nepesik — __ (B
Anst 6araToKOMIOHEHTHHX Ykpaini)
(koMOiHOBaHHX)
(aHTilicb KO0 MOBOIO)
Bupo@nuumen 3a ROGHUM [LIK10M
1 AJIBIIMEPAT, Alzhmerat, Choline alfoscerate UA/15056/01/01
PO3UMH 1A iH'ekUii, 250 Mr/ma solution for injection, 250 mg/ml,
1o 4 mn B ammyni Ne 5, Ne 10, Ne 4 ml in ampoule No.5, No.10,
100 B mauwi; Ne 5 (5x1), Ne 10 No.100 in pack, No.5 (5x1),
(5x2) y bnicTepax B nauwi No.10 (5x2) in blisters in pack
2 AMIKALIMHY CYJIb®AT, Amikacin sulfate, Amikacin UA/12356/01/01
po3unH uis in'exuit, SO mr/mn mo | solution for injection, 50 mg/ml, 2
2 mn B ammynax Nei y 6nictepi 8 | ml in ampoule No.1 in blister in
rrav i pack
3 AMIKALLMHY CYJb®AT, Amikacin sulfate, Amikacin UA/12356/01/02
PO3UMH Juld iH'ekuiil, 250 Mr/ma solution for injection, 250 mg/ml,
1o 2 M1 a6o 4 mn B ammyni Nel y | 2 ml or 4 ml in ampoule No.1 in
Gnictepi B naui blister in pack
4 AHAJIBI'TH, Analgin, Metamizole sodium UA/4014/02/01
PO3UMH 1M iR ekuiit, SO0 mr/mn solution for injection, 500 mg/ml,
no 2 M1 B ammyax Ne 10 y 2 ml in ampoule No.10 in pack
navykax 3 neperoponkamu; Ne 10 with baffles, No.10 (5x2) in one-
(5x2) B omHOGIUHMX OaicTepax y sided blisters in pack
nayig
5 AHAJIBTIH JJI81 AITEH, Analgin for children, Metamizole sodium UA/4014/01/01

I'onosa Jlep:xaBHol ciiyx6u Ykpainn 3

JIKAPCHKUX 32c00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. T'ynse

HNepxasna caymda Ypainu 3 nikapcsKux 3aco6is T8 KOHTPOII0

32 HAPKOTHUKAMMH
niAnye BiANOBinanLIol 0cobu. meuaTka

Anpeca: npocnekt llepemoru, 120, M, Kuis-113, Ykpaiua, 03113

Tein.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dls

dls.gov.ua

-

A

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz

M.I

sig a/tur.c ofthe Exccutive officer (see left)

Phone:+38(044) 422-55-77
Fax:"+38(044) 422-55-77

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

S,tate/,{S_ngice of Ukraine on Medicines and Drugs Control

Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
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ITEPEJIIK JIIKAPCBKUX 3ACOBIB, 3APEECTPOBAHHUX ABO 3ATINTAHOBAHUX 10
PEECTPAIIIl B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarok no Ceprudixara Bin _
Annex to Certificate ~ 023/2017/GMP from _ 30 04 20/7
Ne Ha3zpa nikapcebkoro 3acody Peecrpauiiine
3/m Hasga Ta nikapcebka dgopma Haspa Ta sixapceka gopma MisxkHapoana HOCBiAYeHHs
JiKapcbKOro 3acofy Jlikapcbkoro 3acofy HeNnaTeHTOBAaHA HA3Ba (Toproea
(YKpaiHCBKO0 MOBOIO) (aHrIificbKO0 MOBOIO) Ai040i(HX) pe4OBHHM(MH), Jiuensis) Ne
Yy TOMY 4Hcai 1X nepedik — (B
A5 6araTOKOMIOHEHTHHX Yxpaini)
(komOiHOBaHHX)
(aHrailicbKko10 MOBOIO)
cyrnosutopii pextanbhi no 0,1 ¢ rectal suppositories 0.1g, No.10
Ne 10 (5x2) y 6aictepax B mayui (5x2) in blisters in pack
6 AHAJIBI'TH AJIA JITEW, Analgin for children, Metamizole sodium UA/13821/01/02
cynosutopii pektanshi o 0,1 rin | rectal suppositories 0.1g, in bulk
bulk Ne1000 (5x200) y Grmicrepax | No.1000 (5x200) in blisters in
B SIIHKY box
7 AHAJIBTIH JJISI NITEW, Analgin for children, Metamizole sodium UA/4014/01/02
Cyno3uTopil pektaneni no 0,25 r | rectal suppositories 0.25¢, No.10
Ne 10 (5x2) y 6ricTepax B mauni (5x2) in blisters in pack
8 AHAJIBTTH JJISI JITEW, Analgin for children, Metamizole sodium UA/13821/01/01
cyrosnTopii pektaibHi o 0,25 r | rectal suppositories 0.25g, in bulk
in bulk Ne1000 (5x200) y No0.1000 (5x200) in blisters in
OJicTepax B SUKKY box
9 AHECTE30JI®, Anaesthesolum®, Benzocainum, Bismuth UA/7065/01/01
cynozutopii Ne 5 (5x1), Ne 10 suppositories, No.5 (5x1), No.10 | subgallate, Zinc oxide,
(5x2) y 6nictepax B nauwi (5x2) in blisters in pack Menthol
10 AHECTE30JI®, Anaesthesolum®, Benzocainum, Bismuth UA/7066/01/01
cynoszutopii in bulk Ne5x180 y suppositories, in bulk No.5x180 subgallate, Zinc oxide,
OricTepax B AUIUKY in blisters in box Menthol
11 | APTEAXKA [H’EKII, Artedja Injections, Chondroitin sulfate UA/15621/01/01
po3unH Ang iH'ekuiit 200Mr/2ma solution for injection, 200mg/2ml,
no 2 ma B amnynax Nel0 y naqni; | 2 ml in ampoule No.10 in pack,
Nel0 (5x2) B 6ricTepax y navui No.10 (5x2) in blisters in pack
12 | ACKOPBIHOBA KUCJIOTA, | Ascorbic acid, Ascorbic acid (vit C) UA/12847/01/01
po3uuH Ans in'exuiit SO mr/ma no | solution for injection, 50 mg/m!, 2
2 mn B ammynax Ne 10 y mauui 3 ml in ampoule No.10 in pack with
neperopoaxamu; Ne 100 y baffles, No.100 in box with
xopobui 3 neperopoaxamu, Ne 10 | baffles, No.10 (5x2) in one-sided
(5x2) B omHObIuHMX GnicTepax y blisters in pack
nauni
13 ACKOPBIHOBA KM CJIOTA, Ascorbic acid, Ascorbic acid (vit C) UA/12847/01/02
Po34uH s iH'exniit 100 mr/mn solution for injection, 100 mg/mi,
110 2 M1t B ammynax Ne 10 y mavmi | 2 ml in ampoule No.10 in pack

T'onosa Jlep:kaBnol coryx6u Y kpainu 3

JIIKAPCHKHX 3ac00iB Ta KOHTPOJIIO 3a

HAPKOTHKAMH
H.A. T'yass

Hepxapna cayxba Yrpainm 3 aikapebkux 3aco6is Ta KoMTPoLI0

32 HADKOTHKAMH
MAMUC BiANOBIAALIIOT 0cOGH, neyaTka

Anpeca: npocriet Ilepemorn, 120. M. Kuis-113, Yxpaina, 03115

Teun.: 38(044) 422-55-77
Paxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz

A

IMLIT,

State Service of Ukraine on Medicines and Drugs Control

signaturc of the'Executive officer (sce left)

Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phtne: +38(044) 422-55-77

Fax:+38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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HEPEJIK JIIKAPCbKHUX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIVIAHOBAHUX JIO
PEECTPAIIIL B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honartox no Ceprudikara

BiO

Annex to Certificate 023/2017/GMP from _30 08~ 2017
Ne Hasga nikapcekoro 3acofy Peectpauiiine
3/n Hassa Ta nikapebka gopma Hasea Ta nikapcebka gopma MixkHapomHa NocBiq4eHHA
Jlikapcekoro 3acoGy Jlikapebkoro 3acoGy HeNnaTeHTOBAaHA Ha3Ba (Toprosa
(YKpalHCbKOK MOBOO) (aHrNificbKOK MOBOIO) air4yoi(ux) peyoBHHU(uH), Jtinensis) Ne
Y TOMY YHcJIi iX nepesik — (B
AJ1s1 6araTOKOMIOHEHTHHX Ykpaini)
(xoMOiHOBaHHUX)
(aHrailicbKo10 MOBOIO)
3 neperopoakamu; Ne 100 y with baffles, No.100 in box with
Kopo6Li 3 neperoponkamu, Ne 10 | baffles, No.10 (5x2) in one-sided
(5x2) B onHOGIuHKX GricTepax B | blisters in pack
nayii
14 | BEJJAIOHU EKCTPAKT, Belladonna extract, Belladonnae extractum UA/7068/01/01
cynosuropii pekranbHi mo 0,015 ¢ | rectal suppositories 0.015 g, in spissum
in bulk Ne5x250 y Gnicrepax B bulk No.5x250 in blisters in box
SLIAKY
I5 | BEJIAJOHU EKCTPAKT, Belladonna extract, Belladonnae extractum UA/7069/01/01
cynosuropii pektansHi mo 0,015 r | rectal suppositories 0.015¢, No.10 | spissum
Ne 10 (5x2) y Grictepax B nauwi (5x2) in blisters in pack
16 | BETHOJI®, Bethiolum®, Belladonnae extractum UA/7070/01/01
CYNo3uTopii pexransui Ne 10 rectal suppositories, No.10 (5x2) spissum, ichthammol
(5x2) y Gmictepax B nayui in blisters in pack
17 | BETHOJ®, Bethiolum®, Belladonnae extractum UA/7071/01/01
cyno3uTopii pexkranbHi in bulk rectal suppositories, in bulk spissum, ichthammol
No5x250 y GricTepax B AWKKY No.5x250 in blisters in box
18 | BICAKOJUA, Bisacodyl, Bisacodyl UA/1380/01/01
Ccynosutopii pekrainbhi no 0,01 r | rectal suppositories 0.01g, No.10
Ne 10 (5x2) y 6mictepax B maqui (5x2) in blisters in pack
19 | BICAKOJIWUJ, Bisacodyl, Bisacodyl UA/13999/01/01
cynosuropii pexranesi no 0,01 r | rectal suppositories 0.01g, in bulk
in bulk Ne5x250 y Gnictepax B No.5x250 in blisters in box
AHKY
20 | BEHOKOP, Venocor, Mexidol* UA/14785/01/01
posumH ans iH'ekuit S0 mr/mano | solution for injection, 50 mg/ml, 2
2 mn B ammyii Ne 10, Ne 100 y ml in ampoule No.10, No.100 in
nauui 3 kapToHy; Ne 10 (5x2) B carton pack, No.10 (5x2) in
Omicrepi B mauui 3 kapToHy; no 5 | blister in carton pack; 5 ml in
Mn B amryni Ne 5, Ne 100 y mauui | ampoule No.5, No.100 in carton
3 xapTony; Ne 5 (5x1) B 6aicrepi pack, No.5 (5x1) in blister in
B 1124 3 KapToHy carton pack
21 | BIHNOUETHH, Vinpocetine, Vinpocetin UA/3218/02/01

T'onosa Jepxapnoi ciryx6u Ykpainu 3

JiKapCLKHX 32€00iB T2 KOHTPOJIIO 32

HAPKOTHKaMH
H.A. Tyass

Hepkasna cnywba Ykpainu 3 Sikapeskux 3acodis/Ta KOHTpOTIO

32 HAPKOTHKAMH
NiANKC BiANOBIAANLIIOT 0COBH, NeuaTka

Anpeca: mpocrext Ilepemoru, 120, M. Kuis-115, Yxpdina. 03115

Ten.: 38(044) 422-55-77
Qaxkc: 38(044) 422-55-77

mailto: dis@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz

MLIT

State Service of Ukraine on Medicines and Drugs Control

signature of the Executive officer (see left)

Address: 120, Peremohy avenue, Kyiv-113, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422.55-77

This English translation is for reference only and is not part of the
official certificate
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IMEPEJIIK JJIKAPCBKUX 3ACOBIB, 3APEECTPOBAHUX ABO 3ATITTAHOBAHHX J0O
PEECTPAIIIL B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudikara

Bi[[ o~
from IO 06 017

Annex to Certificate 023/2017/GMP
Ne Hasga Jlikapeskoro 3acody PeecTpauiiine
3/m Ha3ssa Ta agikapebka gopma Hassa Ta nikapcbka ¢opma MixkHapoaHa NocBig4yeHHs
JlikapebKoro 3acofy JiKapcbKoro 3acofy HeMaTeHTOBAaHA Ha3Ba (Toproea
(YKpaiHCHKOK MOBOIO) (aHrniiicb KO0 MOBOIO) niro4oi(kx) peuoBUHU(KH), Jiinensis) Ne
y ToMYy uMcJi iX nepesik — __ (=
715 6araTOKOMITOHEHTHHX Ykpaini)
(kombGiHOBaHUX)
(aHrJiifcb K010 MOBOIO)
po3uuH wis in'ekuilt, S Mr/mnno | solution for injection, 5 mg/ml, 2
2 ma B ammynax Ne 5, Ne 10, Ne ml in ampoule No.5, No.10,
100 B mauui; Ne 5 (5x1), Ne 10 No.100 in pack, No.5 (5x1),
(5x2) y 6nicrepax B naui No.10 (5x2) in blisters in pack
22 | BOJA JJis TH'E€KIIIM, Water for injection, Aqua pro injectioni* UA/7306/01/01
PO3UMHHUK UL IapeHTepansHoro | solvent for parenteral use, 2 ml or
3aCTOCYBaHHS 1Mo 2 M abo 1o 5 5 ml in ampoule No.10, No.100 in
Ml B amirynax Ne 10, Ne 100 y pack, No.10 (5x2) in blisters in
navkax; Ne 10 (5x2) y 6nicrepax | pack, 10 ml in ampoule No.5,
B mauni, no 10 M1 B amITynax No.10, No.100 in pack, No.5
Ne5,Nel0, Nel0O y mauxax; Ne5 (5x1), No.10 (5x2) in blisters in
(5x1), Ne 10 (5x2) y GnicTepax B pack
nayui
23 | BOJA IJid TH'€EKLIHA, Water for injection, Aqua pro injectioni* B npoueci
PO34YMHHHK A5 napeHTepansHoro | solvent for parenteral use, 2 ml, peectpartil
3aCTOCYBAHHS 110 2 MJI, TIO 5 muI, 5ml, 10 ml in bulk No.100 in box
no 10 mn B ammyniax, in bulk Ne with baffles
100 B kopoOui 3 neperopoaxaMu
24 | IJIYTOKCHM, Glutoxim, Glutoxim* UA/5228/01/01
po3uun s in'exuift 1 % no | M | solution for injection 1 %, 1 ml or
abo no 2 mn B ammynax Ne 5 y 2 ml in ampoule No.5 in blisters
OnicTepi B navui in pack
25 | TVIYTOKCHUM, Glutoxim, Glutoxim* UA/5228/01/02
po34uH JUIs iH'ekuil 3 % no 1 Mn | solution for injection 3 %, 1 ml or
abo 1o 2 mia B ammyax Ne 5 y 2 ml in ampoule No.5 in blisters
OaicTepi B maund; no 2 mn B in pack; 2 ml in ampoule No.10 in
ammynax Ne 10 y Onictepax y blisters in pack
nayii
26 | JAJIAPTIH-®APMCHMHTE3, | Dalargin-Pharmsyntesis, Dalargin* UA/9163/01/01
po3unH st iH'ekuid, | mr/mano | solution for injection, 1 mg/ml, 1
I mn B ammynax Ne 10 y xopo6ui; | ml in ampoule No.10 in box,
Ne 10 (5x2) y 6nictepax y No.10 (5x2) in blisters in box
kopobui

T'onosa JlepsaBHoi ciyx6u Ykpainn 3

JiKapebKHX 32c06iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. T'ynss

HMepxaBHa enyx6a Ykpainu 3 aikapebkux 3aco6iB Ta KOHTPoAI0

32 HAPKOTHKAMH
niAnuce BiANoBinanshoi ocoby, nevarka

Anpeca: npocrekT [lepemoru, 1 20, m. Kuis-113. &'Kpai’ﬁa;503 I. 15

Ten.: 38(044) 422-55-77
Daxke: 38(044) 422-55-77

mailto; dls@dls.gov.ua

Head of the State Service of Ukraine on

> Medicines and Drugs Control
Th N.Y. Gudz
M.I1

State'Service of Ukraine on Medicines and Drugs Control

signafure of the Executive officer (see left)

Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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MEPEJIIK JHKAPCHKHX 3ACOBIB, 3APECCTPOBAHUX ABO 3AIIJIAHOBAHMX JIO
PECCTPAIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honartok no Ceprugikara

Annex to Certificate

023/2017/GMP

BII )
from JE 05 A2

No Hagpa nikapcskoro 3acoy PeecTpaniiine
3/m Hasea Ta nikapcebka gpopma Hazea Ta sikapcbka gopma Misknapoaua NoCBiAYEHHsA
JIiKapcbKoro 3acoby JlikapcbKoOro 3acoGy HENAaTeHTOBaHA Ha3BAa (roprosa
(YKpalHCBbKOI0 MOBOIO) (anrificb Koo MOBOI0) Ri1090i(1X) pe4oBHHU(UH), Jinensis) Ne
y ToMy 4Mci 1X nmepesik — ]
AJ1s1 6araTOKOMMOHEHTHHX Yxpaini)
(xomM0OiHOBaHUX)
(aHTJ1iCbKOI0 MOBOIO)
27 | JAJIMAKCIH, Dalmaxin, Thiotriazolin UA/7595/01/01
cynosuropii no 0,2 r No 5 (5x1), suppositories 0.2g, No.5 (5x1),
No 10 (5x2) y 6nicrepax B mauui No.10 (5x2) in blisters in pack
28 | JAJIMAKCIH, Dalmaxin, Thiotriazolin UA/7596/01/01
cymo3uTopii no 0,2 r in bulk suppositories 0.2g, in bulk
No5x180 y GricTepax B siMKY No.5x180 in blisters in box
29 | JEKCAMETA3OH, Dexamethasone, Dexamethasone UA/10236/01/01
PO3UMH 1A iH'exUiH, 4 MI/MII no solution for injection, 4 mg/ml, |
1 My B ammymax Ne 5, Ne 100 y ml in ampoule No.5, No.100 in
maywi; Ne 5 (Sx1) B GmicTepi B pack, No.5 (5x1) in blister in pack
nauri
30 | AMKJIO®EHAK, Diclofenac, Diclofenac UA/7239/01/01
cynosutopii pektanshi o 0,1 r rectal suppositories 0.1g, No.10
No 10 (5x2) y Guictepax B naumi (5x2) in blisters in pack
31 JANKJIIO®EHAK, Diclofenac, Diclofenac UA/13933/01/01
cynosuropii pextanshi no 0,1 rin | rectal suppositories 0.1 g, in bulk
bulk Ne1000 (5x200) y 6nicrepax | No.1000 (5x200) in blisters in
B ALIUKY box
32 | AMKJIO®EHAK HATPIIO, Diclofenac sodium, Diclofenac UA/13364/01/01
PO3YMH Anst iH'ekii, 25 Mr/mm no | solution for injection, 25 mg/ml, 3
3 ma B ammmyai Ne 5 B mayui 3 ml in ampoule No.5 in pack with
neperoponkamu, abo Ne 5 (5x1) 8 | baffles, No.5 (5x1) in one-sided
oaxoGiuHoMy GuicTepi B nau, blisters in pack, No.100 in box
abo Ne 100 B kopobi 3 with baffles
NEperopoikammn
33 | EBKOJIEK, Eucolec, Chlorophyllipt UA/3682/01/01
cynosutopii mo 0,05 r Ne 5 (5x1), | suppositories 0.05g, No.5 (5x1),
Ne 10 (5x2) y 6ricTepax B nauLi No.10 (5x2) in blisters in pack
34 | EBKOJIEK, Eucolec, Chlorophyllipt UA/13823/01/01
cynosutopii mo 0,05 r in bulk suppositories 0.05 g, in bulk
Nel1000 (5x200) y Gnicrepax B No.1000 (5x200) in blisters in
SAUINKY box
35 | EMOKCHUIITH®, Emoxypin®, Emoxypin* UA/15047/01/01

T'os10Ba JlepxaBnol ciayxbn Ykpainu 3

JIKapCLKHUX 32c00iB Ta KOHTPOJIIO 3a

HAPKOTHKAMMH
H.A. T'ynsn

. . v
HepkaBHa cyxfa Ykpainu 3 JikapesKux 3acobin Ta KOHTDOIIO
P

32 HAPKOTUKAMH
MiAMUC BiAnosiaansiof ocobu, nevuartka

Anpeca: npocnext [epemorn, 120, m. Kuis-115, YKpa'l'H'cf; 03115

Ten.: 38(044) 422-55-77

Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

y
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/
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State Service of Ukraine on Medicines and Drugs Control

-Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115

Cropinka/Cropinok/5/18
Page/Pages




IIEPEJIIK JJIKAPCBKUX 3ACOBIB, 3APE€"CTPOBA.HI/IX ABO 3ATITAHOBAHUX O0
PEECTPAIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudikara

Bil
Annex to Certificate 023/2017/GMP from _ 30 05 20/ 7
No Hasga sikapceskoro 3acofy PeecTpauiiine
3/m Haspa Tta nikapcbka ¢popma Haspa Ta nikapcbka gopma MixHapoaHa MOCBiA4YeHHs
Jikapcbkoro 3acofy JiKapebKoro 3acody HenmaTeHTOBAHA Ha3Ba (Toprosa
(YKpaiHCBKO0 MOBOIO) (aHrniiicLKO010 MOBOI) Ai040i(nx) pe4oBHHU(UH), Jinensis) Ne
y TOMY 4HcJIi iX nepeJtik — (8
Ans 6araToKOMMOHEHTHHX Yxpaini)
(xomMGiHOBAHHX)
(aHrilicb KO0 MOBOIO)
po34uH 1ns in'exuilt, 1% no [ mx | solution for injection, 1%, 1 ml in
B ammyni Ne 10, Ne100 B mauui, ampoule, No.10, No.100 in pack,
abo Ne 10 (5x2) B 6JticTepi B No.10 (5x2) in blisters in pack
naquj
36 | 3AMEKCEH, Zamexen, Mexidol* UA/15163/01/01
po3umH AIA iH'ekuilt 50 mr/mn no | solution for injection, 50 mg/ml, 2
2 mn B ammyni Ne 10 y mauni 3 ml in ampoule No.10 in carton
kaptoHy; N 10 (5x2) B Gnictepi B | pack, No.10 (5x2) in blister in
navLli 3 KapTOHY; 10 5 Ml B carton pack; 5 ml in ampoule
ammysi Ne 5y mauti 3 KapToHy; No.5 in carton pack, No.5 (5x1)
Ne 5 (5x1) B 6nicTepi B mauwi 3 in blister in carton pack
KapTOHY
37 IHTEP®EPOH AJIb®A-2b, Interferon alpha-2b, Interferon alfa-2b B IIpoOlIeci
cynosuropii pexransri o 150000 | rectal suppositories 150000 U, peecTpauil
MO Ne5, Ne 10 (5x2) y 6rictepax | No.5, No.10 (5x2) in blisters in
y mayui pack
38 | IHTEP®EPOH AJIb®A-2b, Interferon alpha-2b, Interferon alfa-2b B TIpoLieci
CYno3uTOopii pekTaneHi mo 500000 | rectal suppositories 500000 IU, peecTpauii
MO Ne5, Ne 10 (5x2) y 6mictepax | No.5, No.10 (5x2) in blisters in
y nauui pack
39 | IHTEPOEPOH AJIb®A-2b, Interferon alpha-2b, Interferon alfa-2b B IpoLeci
CYTO3UTOPIT peKTaibHI Mo rectal suppositories 1000000 U, peectpauii
1000000 MO NeS, Ne 10 (5x2) y No.5, No.10 (5x2) in blisters in
OnicTepax y na4ui pack
40 | IHTEP®EPOH AJIb®A-2b, Interferon alpha-2b, Interferon alfa-2b B TIpoueci
CYNO3UTOPIl peKTanbHi Mo rectal suppositories 3000000 IU, peecTpalil
3000000 MO Ne5, Ne 10 (5x2) y No.5, No.10 (5x2) in blisters in
OnicTepax y nayui pack
41 ITHOJIAMIH, Inflamin, Meloxicam UA/7390/01/01
cynosuTopii pextanbHi o 0,015 r | rectal suppositories 0.015g, No.10
Ne 10 (5x2) y 6atictepax y mauui (5x2) in blisters in pack
42 | IHOJIAMIH, Inflamin, Meloxicam UA/7391/01/01
cynosuTopit pextanshi no 0,015 r | rectal suppositories 0.015g, in

T'onosa JlepskaBHol coay:x6u Ykpainu 3

JiKapCLKHX 32¢00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. Tyase

Hepxasua cnysxba Ykpainu 3 aikapebrux 3aco6is o KOHTPOJII0

3a HAPKOTUKAMH
T ATHC BiANOBIAANLHOT 0COBH, neyaTka

Anpeca: npocniet Hepemoru, 120, M. [Kuis-113, Ykpaina, 03113

Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz

M.I1

State Service of Ukraine on Medicines and Drugs Control
signat,il‘i‘c‘ of the Executive officer (sce left)
Add)/essz 120, Peremohy avenue, Kyiv-115, Ukraine, 03115

~ Phone:+38(044) 422-55-77
Fax: +38(044) 422-55-77
This English translation is for reference only and is not part of the
official certificate
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HEPEJIIK JIKAPCBKUX 3ACOBIB, 3APEECTPOBAHUX ABO 3AILTAHOBAHUX 1O
PECCTPAIIIL B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceptudikara

Bin

Annex to Certificate 023/2017/GMP from 30 05 Zcr7
Ne Hazpa nikapeskoro 3acoby PeecTpauiiine
3/m Hazpa 1a nikapebka popma Hasga Ta jikapebka opma Mi:knapoaHa NOCBiAYeHHs
Jikapcbkoro 3acoGy JiKapebKoro 3acofy HellaTeHTOBaHA HAa3Ba (Toprosa
(YKpaiHChKOK MOBOLO) (aHIJIificbLKOI MOBOIO) niro4oi(ux) pewoBuHU(HH), Jinensis) Ne
y TOMY 4HCJI iX mepesik — (8
A5 6araTOKOMIOHEHTHHX Ykpaini)
(koMOiHOBaHMX)
(anraificb K010 MOBOI0)
in bulk Ne5x250 y 6nicrepax B bulk No.5x250 in blisters in box
AIMUKY
43 KAJBIIIO ®OJITHAT, Calcium folinate, Calcium folinate UA/14340/01/01
pO3YKH Anst iH'ekuiit, 10 Mr/mi, solution for injection, 10 mg/ml,
no 3 mi abo 5 mnt B ammynax Ne 5 | 3 ml or 5 ml in ampoule No.5 in
y mavi 3 neperoponkamu; Ne 100 | pack with baffles, No.100 in box
y kopo6ui 3 neperopoaxamu, Ne 5 | with baffles, No.5 (5x1) in one-
(5x1) B omHOGIUHOMY GricTepi y sided blisters in pack
nayii
44 | KETAJBI'MH® JIOHT, Ketalgin long, Ketorolac UA/3314/02/01
PO3YMH AnA iH'ekuiil, 30 mr/mMn o | solution for injection, 30 mg/ml, 1
1 M1 B ammynax Ne 10, Ne100 B ml in ampoule, No.10, No.100 in
mauui, abo Ne 10 (5x2) B pack, No.10 (5x2) in blisters in
GiicTepax B mavj pack
45 | KJITOPOH, Klioron, Chlorhexidine UA/13358/01/01
Ccyno3uTopii BariHaneHi no 16 mr | vaginal suppositories 16mg,
Ne 10 (5x2) y 6nicrepax B mauui No.10 (5x2) in blisters in pack
46 | KJIIOPOH, Klioron, Chlorhexidine UA/13984/01/01
CYMo3uTopii Barinanehi mo 16 Mr | vaginal suppositories 16mg, in
in bulk Ne1000 (5x200) y bulk No.1000 (5%200) in blisters
OiicTepax B SIIHKY in box
47 | KOHTPATILI®, Contrapyl®, Myramistin*® B TIpoLeci
cynosntopii Barinansui mo 0,015 | vaginal suppositories 0.015g, peecTpauil
r Ne 5 (5x1) y 6micrepax B naymi No.5 (5x1) in blisters in pack
48 JIIJOKATH, Lidocaine, Lidocaine UA/12713/01/01
po3uuH ang in'exui, 20 Mr/mit no | solution for injection, 20 mg/ml, 2
2 mn B amnynax Ne 10 y nayui 3 ml in ampoule No.10 in pack with
neperopoakamu; Ne 10 (5x2) B baffles, No.10 (5x2) in one-sided
OlHOGIuHMX OricTepax y mayiy blisters in pack
49 | JITOKATH, Lidocaine, Lidocaine UA/15384/01/01
posunH ans in'ekuit, 10 Mr/Mamo | solution for injection, 10 mg/ml,
3,5 mut abo 5 ma B ammyai, Ne 10, 3.5 ml or 5 ml in ampoule, No.10,
Nel00 B mauwi, abo Ne 10 (5x2) 8 | No.100 in pack, No.10 (5x2) in

T'onosa Jlep:kaBHoi ciry:x6u Y kpainu 3

JIHIKAPCHLKHX 32¢06iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. T'yase

Hepasua cnyx0a Yipainu 3 nikapebkux 3aco6is ta mmpu.u 10

32 HAPKOTHUKaAMH
TMiATTUC BIANOBIAANBIIOT OCO6H rnevyaTka

Anpeca: npocnekr llepemorn, 120, m. Kuig-113, Yipaina, 931 13

Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on

Medicines and Drugs Control
N.Y. Gudz

"

MLIT.

State Service of Ukraine on Medicines and Drugs Control

signature of the Executive officer (see left)

Adgr’essi 1’20, Peremohy avenue, Kyiv-115, Ukraine, 03115
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IEPEJIIK JIIKAPCBHKUX 3ACORBIB, 3APE€;.CTPOBA"HI/IX ABO 3AIINTAHOBAHUX 10
PEECTPANII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Homarok 1o Ceprudixara
Annex to Certificate

023/2017/GMP

Bin
from

30 05 3C/7

Ne Hasea nikapebkoro 3acoby Peecrpauiiine
3/m Hassa Ta mikapebka gpopma Hasga Ta nikapebka popma MixxknapoagHa nocaigvenHs
JlikapebKoro 3acody JlikapcbKOro 3acofy HenaTeHTOBaHa Ha3Ba (Toproaa
(yxpaiHCbKO0I0 MOBO10) (aHrniiicbko10 MOBOI0) Ai040i(HX) peyoBUHH(UH), Jlinensis) Ne
y Tomy dHcai ix nepesnik — (s
Ans 6araToOKOMMNOHEHTHHX Ykpaini)
(xoMOGiHOBaHNX)
(auraiiicbKoW MOBOIO)
GricTepax B mavwi blisters in pack
50 | MATHIIO CYJb®AT, Magnesium sulfate, Magnesium sulfate UA/14637/01/01
PO3YMH AMs iH'ekuiif, 250 Mr/ma solution for injection, 250 mg/ml,
1o 5 mn aGo no 10 M 8 amnynax | 5mlor 10 ml in ampoule, No.10,
Ne 10, No100 B mauui, abo Ne 10 No.100 in pack, No.10 (5x2) in
(5x2) B GaicTepax B maumi blisters in pack
51 MEKCHKOP®, Mecxicor, Mexidol* UA/4971/01/01
po3umH ans in'ekwiid, 50 Mr/mimo | solution for injection, 50 mg/ml, 2
2 My B ammyni, Ne 10 (5x2) y ml in ampoules, No.10 (5x2) in
KOHTYPHHX YapyHKOBHX blisters in carton pack
YMaKoBKax, y Mayil 3 kKAPTOHY
52 | MEJJOKCHUKAM, Meloxicam, Meloxicam UA/14486/01/01
po3unH 71 in'ekuiit, 10 mr/mn no | solution for injection, 10 mg/ml,
1,5 mn B amnyni Ne 5 B mauui 3 1,5 ml in ampoule No.5 in carton
KapTOHY pack
53 MEJIOKCHKAM, Meloxicam, Meloxicam B IIpolieci
PO3unH s In'ekuii, 10 Mr/mm o | solution for injection, 10 mg/ml, peecTpawii
1,5 ma B amnyni Ne 5, Ne100 B 1,5 ml in ampoule No.5, No.100
nauit; Ne 5 (5x1) B Gnictepi y in pack, No.5 (5x1) in blister in
nayii pack
54 | METUJIYPALIUI, Methyluracil, Methyluracil UA/2895/01/01
cynos3uTopii pextansHi no 0,5 r rectal suppositories 0.5g, No.5
Ne 5 (5x1), Ne 10 (5x2) y (5x1), No.10 (5x2) in blisters in
frictepax B naywi pack
55 | METUJIYPALIAJL, Methyluracil, Methyluracil UA/13824/01/01
cynosutopii pektanbhi 1o 0,5 rin | rectal suppositories 0.5g, in bulk
bulk Ne1000 (5x200) y Gmictepax | No.1000 (5x200) in blisters in
B AUIUKY box
56 | METOHAT, Metonat, Trimethylhydrazinium UA/11449/01/01
po3unn ans in'exuiit, 100 Mr/ma solution for injection, 100 mg/ml, | propionate (Mildronate*)
00 5 ma B amnyaax Ne 10 5 mlin ampoule No.10
57 MIJOCTAL KOMBI, MIDOSTAD COMBI, Tolperisone Lidocaine UA/13510/01/01

PO34UMH [Ulst IH'€KUi¥ o 1 M B

solution for injection, 1 ml in

Tonosa Jlep:xaBuoi ciy:x6u Ykpainu 3

NIKAPCHKHX 32c06iB Ta KONTPOIIO 32

HAPKOTHKAMH
H.A. Tynss

Mepxasna cnyxba Yrpaiun 3 aikapenkix 3acobis TA'KOHTpoOUItO

32 HAPKOTHKAMM
NiANKC BiANOBiNANLHOT ocobH, neuaTka

Anpeca: npocnekt [Tepemoru, 120, M. Kuis-115, Yrpaina, 03113

Tei: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

M.IL

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz

signature of the Executive officer (see left)

Phone: --38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
~ official certificate
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HEPEJIK JIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIIAHOBAHUX J1O
PEECTPAIIIL B YKPATHI

Homatox go CepTugixara

BiI

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Annex to Certificate 023/2017/GMP from 30 05 £0/7
Ne Haszpa Jikapebkoro 3acofy Peectpauiiine
3/l Ha3zpa Ta nikapcebka popma Haspa Ta aikapcbka ¢popma MikHapomHa NOCBiIYeHHsI
JliKapebKoro 3acoGy JliKapcbKoro 3acoGy HelnaTeHTOBAaHA HA3Ba (ToproBa
(YKpaiHChbKOI0 MOBOIO) (aHriificbKko0 MOBOIO) Ai040i(NX) peyoBHHU(UH), Jiuensis) Ne
y TOMY 4mcai IX nepesik — ___ (s
Ans 6araTOKOMIOHEHTHHX Yxpaini)
(xomOGiHOBaHHX)
(aHrqificbKo0 MOBOIO)
ammynax Ne 5 B mayni 3 ampoule No.5 in pack with
neperopoakamu; Ne 5x1 B baffles, No.5 (5x1) in one-sided
onHobiuHOMY OaicTepi B maul, blisters in pack, No.100 in box
Ne 100 B xopobui 3 with baffles
MIEPETrOPOAKAMHU
58 MIAOCTAI KOMBI, MIDOSTAD COMBI, Tolperisone Lidocaine UA/13511/01/01
PO3YMH 1A iH'ekuiii mo 1 M7 in solution for injection, 1 ml in
bulk Ne 100 B xopo6ui 3 ampoule, in bulk No.100 in box
[eperopoikaMu with baffles
59 | MIOJIOKAPI, Miolocard, Meldonium UA/15151/01/01
po3umH Juis iH'ekuil, 100 mr/mi solution for injection, 100 mg/ml,
no 5 Mn B ammyai Ne 10 (5x2) y 5 ml in ampoule No.10 (5x2) in
OaicTepi, B maylli 3 kKapToHy blister in pack
60 | MYKOCOJI, Mucosol, Ambroxol UA/6958/02/01

PO34HH ans iHby3id, 7,5 Mr/mMn
1o 2 M B amrrynax Ne 10 B nay;
Ne 10 (5x2) B onHOBIUHKX
BaicTepax y nauuj

solution for infusion, 7.5 mg/ml,
2 ml in ampoule No.10 in pack,
No.10 (5x2) in one-sided blisters
in pack

61 HATPIHO XJIOPHU/, Sodium chloride, Sodium chloride UA/13557/01/01
PO3YMH /5 iH'exWi#, 9 Mr/mi no solution for injection, 9 mg/ml, 5
5 ma abo no 10 M B ammysi Ne ml or 10 ml in ampoule No.10 in
10 B maymi 3 kapToHy 3 pack with baffles, No.10 (5x2) in
neperopoikamu, Ne 10 (5x2) y blister in pack, No.100 in box
OmicTepi, y nauni 3 kaprony , No with baffles
100 B xopoOLi 3 neperopoakamu
62 | HEBPOJIEK. Nevrolek, Vitamin Bl in combination UA/12880/01/01
PO3YMH JUIA {H'eKLi 1Mo 2 MJT B solution for injection, 2 ml in with vitamin B6 and/or
ammynax Ne 5y mauui, Ne 5 (5x1) | ampoule No.5 in pack, No.5 (5x1) | vitamin B12
B 0/IHOGiuHOMY GaticTepi y mauwi in one-sided blister in pack
63 | HEOBIP®, Neovir®, Cridanimod* UA/1227/01/01

pOo3uuH 1nia iH'ekuiit, 250 mMr/2 mn
no 2 mn B amtyjiax Ne 5 B
oaHobiuHOMY OmicTepi y nadwi

solution for injection, 250mg/2ml,
2 ml in ampoules No.5 in one-
sided blister in pack

I'onosa Jep:kaBuoi cy:kén Ykpainu 3

JIKapCcbKHX 3ac00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. T'yass

HepxasHa cy#ba Yiepainu 3 aikapcbKux 3acobis Ta KOHTPONI0

3a HAPKOTUKAMH
TIAMKC BIAMOBIAANGLIIOT OCO6H rnevaTtka

Anpeca: npocnexT Ilepemoru, 120, m. Kuie-1135, Ykpaiua, 03I1"

Ten.: 38(044) 422-55-77
@axc: 38(044) 422-55-77

mailto: dis@d!s.gov.ua

M.I1

51gnatUre of the Executive officer (see left)

/Phone +38(044) 422-55-77
Fax: +38(044) 422-55-77

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

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz
State Service of Ukraine on Medicines and Drugs Control

Address 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
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IEPEJIIK JIIKAPCHKUX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIJTAHOBAHHUX J1O

PECCTPAIIIL B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE
Honarok no Ceprudikara BN
Annex to Certificate 023/2017/GMP from _ 30 08 A6/7
Ne Ha3spa JikapebKoro 3acody Peectpauiiine
3/m Hasga Ta nikapebnka dpopma Hassa Ta sikapcbka popma Misxnaponna MOCBiX4Y€HHS
JikapcbKoro 3aco0y JiKapcbkoro 3acoGy HENaTeHTOBAHA HA3BAa (Toprosa
(YKpaiHCLKOI0 MOBOIO) (aHrniiicbK010 MOBOIO) Airo40i(1x) peyoBHHH(KH), Jinen3sia) Ne
y TOMY YHeJi IX nepestik — (s
151 6araToOKOMITOHEHTHHX Yxpaini)
(koMGiHOBaHHUX)
(aHrnilicbK010 MORBOI0)
64 | HEPBUIIJIEKC-H, Nerviplex-N, Vitamin B1 in combination UA/10373/01/01
PO3UMH 114 iH'EKIIiT O 2 MJT B solution for injection, 2 ml in with vitamin B6 and/or
ammyrax Ne 5, Ne100 B mayni; Ne ampoule No.5, No.100 in pack, vitamin B12
5 (5x1) B onHOGIuHUX GuticTepax No.5 (5x1) in one-sided blisters in
Yy nauui pack
65 | HIKOMEKC, Nikomex, Mexidol* UA/15072/01/01
posumH anst in'ekwif 50 Mr/ma no | solution for injection, 50 mg/ml, 2
2 mn B ammysi; Ne 10 (5x2) B ml in ampoule, No.10 (5x2) in
Omictepi B mauui 3 kapToHy; o 5 | blister in carton pack; 5 ml in
M1 B amiryni; Ne 5 (5x1) B ampoule, No.5 (5x1) in blister in
Guicrepi B nauwi 3 KapToHy carton pack
66 | HITPO-MIK®, Nitro-Mik, Glyceryl trinitrate UA/2622/02/01
KOHUEHTPAT AJsl PO3UUHY IS concentrate for solution for
iHyy3id, 1 Mr/MiI 00 5 MJ1 B infusion, Tmg/ml, 5 ml in
ammynax Ne 10 ampoules No.10
67 | HOBOKAIH, Novocain, Procaine UA/13523/01/01
PO3UMH IS iH'eKUiH, 5 MI/MIT 110 solution for injection, 5 mg/ml, 5
5 M1 B ammymnax Ne 10 B navmi 3 ml in ampoules No.10 in pack
KapToHy 3 meperopoaxamu; Ne 10 | with baffles, No.10 (5x2) in
(5x2) B buictepax B mauui 3 blisters in pack, No.100 in box
kapToHy; Ne 100 B xopo6ui 3 with baffles
KapTOHY NeperopoaKaMu
68 HO-X-1IA®, No-H-sha®, Drotaverine UA/3611/03/01
po3unH aas in'ekniti, 20 mr/mn no | solution for injection, 20 mg/ml, 2
2 mn B ammynax Ne 5, Ne 100 B ml in ampoules No.5, No.100 in
nauui; Ne 5x1 y Gaicrepax B pack, No.5 (5x1) in blisters in
nayui pack
69 HO-X-IIA®, No-H-sha®, Drotaverine UA/3611/01/01
cynosutopii pektaneHi o 0,04 r | rectal suppositories 0.04g, No.10
Ne 10 (5x2) y 6aictepax B mavni (5x2) in blisters in pack
70 | HO-X-UIA®, No-H-sha®, Drotaverine UA/13745/01/01
cynosutopii pextanesi o 0,04 r | rectal suppositories 0.04g, in bulk
in bulk Ne1000 (5x200) v No.1000 (5x200) in blisters in

T'onosa /lep:xkaBHoi ciy:x6u Yrpainu 3

JIKapChKHX 32c006iB Ta KOHTPOJIIO 32

HAPKOTHKAMI
H.A. Tyase

Hepxapha enyxba Yipaiuu 3 JikapebKuX 3aco6is Ta KOUTpO.110

3a HAPKOTHKAMH
ninnuce BianoBigannLnoi ocobu, neuarka

Aunpeca: mpocnext Iepemoru, 120, m. Kuis-115, Ykpaina, 031153

Tei.: 38(044) 422-35-77
Daxc: 38(044) 422-55-77

mailto: dis@dls.gov.ua

Head of the State Service of Ukraine on

Medicines and Drugs Control
N.Y. Gudz

A

M.

State Service of Ukraine on Medicines and Drugs Control

signaturé of the Executive officer (see left)

Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77
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official certificate
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IEPEJIK JIIKAPCBKHX 3ACOBIB, 3APEECTPOBAHMX ABO 3AIINTAHOBAHUX J0
PEECTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudikara

Bin

Annex to Certificate  023/2017/GMP from _ 30 04 2077
Ne Hasga nikapebkoro 3acoby Peectpauiiine
a/m Ha3pa Ta nikapeska ¢opma Hazea Ta nikapcbka ¢popma Mixnapoaua NOCBiAYEHHS
Jikapebkoro 3acoly JlikapebKOro 3acody HelnaTeHTOBaHAa Ha3Ba (Toprosa
(yKpalHCBKOI0 MOBOIO) (aHraiiicbKow MOBOKO) Hir4oi(ux) peuoBHHU(UH), Jinensis) Ne
y TOMY 4HeJIi iX nepestik — (=
07151 6araTOKOMIOHEHTHHX Ykpaiui)
(koMbGiHOBaHHUX)
(anraificbkol MOBOIO)
fricTepax B AMHUKY box
71 | OBJIIIUXOBA OJIIA, Sea buckthorn oil, Sea buckthorn oil UA/3612/01/01
cynosutopii mo 0,35 r Ne 10 (5x2) | suppositories 0.35g, No.10 (5x2)
y biticTepax B ma4it in blisters in pack
72 | OBJIIIIUXOBA OJIISI, Sea buckthorn oil, Sea buckthorn oil UA/13822/01/01
cynosutopii no 0,35 r in bulk suppositories 0.35g, in bulk
Nel000 (5x200) y 6nicTepax B No.1000 (5x200) in blisters in
ALLMKY box
73 | OBEPIH®, OVERIN®, Sodium UA/15657/01/01
PO3uMH I iH'ekwid, 250 Mr/2 M | solution for injection, 250mg/2ml, | oksodyhidroakrydynilatsetat
B ammysax Ne 5 (5x1) B Gnicrepiy | in ampoules No.5 (5x1) in blister | (Cridanimod*)
navui in pack
74 OHJAHCETPOH, Ondansetron. Ondansetron UA/10250/01/01
PO3YMH JUis iH'€KLiH, 2 Mr/mMi o | solution for injection, 2 mg/ml, 2
2 mn abo 4 ma B ammyax Ne 5, ml or 4 ml in ampoule No.5,
Nel00 y mauni; Ne 5 (5x1) B No.100 in pack, No.5 (5x1) in
baictepax y mauni blisters in pack
75 | OHOAHCETPOH, Ondansetron, Ondansetron UA/10251/01/01
pO3YMH IS iH'ekUil, 2 mr/Mn o | solution for injection, 2 mg/ml, 2
2 mn abo 4 mur B ammynax in bulk | ml or 4 ml in ampoule, in bulk
Ne 100 No.100
76 | OOTAJEK, Oftalek, Emoxypin* UA/15028/01/01
po3umnH uIs in'exuit, 10 mr/ma o | solution for injection, 10 mg/ml, 1
1 M B ammyni Ne 10, Ne100 B ml in ampoule, No.10, No.100 in
nauui, ado Ne 10 (5x2) 8 pack, No.10 (5x2) in blisters in
Gnicrepax B naui pack
77 | NTAITABEPHH, Papaverine, Papaverine UA/13332/01/01
pO34MH Mu1s iH'exuil, 20 mr/ma o | solution for injection, 20 mg/ml, 2
2 mn B amnynax Ne 10 y mauui 3 ml in ampoule No.10 in pack with
neperopoaxkamu; 10 (5x2) y baffles, No.10 (5x2) in blisters in
GricTepax y mauui; Ne 100 y pack, No.100 in box with baffles
KOpoOLi 3 Meperopoakamu
78 | IAPAIJIEKCIH®, Paraplexin®, Ipidacrine UA/15763/01/01

T'onoBa Jlep:kaBHol ciry:x6u Ykpainu 3

JIIKapcLKHUX 32c00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. Tymss

Hepxasna ciy:x6a Yrpainu 3 ikapcbKux 3acodiB Ta aonfrpomo

34 HAPKOTUKaMH
MATHC BIAMOBIA&NBEHOT 00061’1 neuatTka

Anpeca: npocriext Llepemory, 120, m. Kuis-115, YKpamd O'H I5

Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

/ N.Y. Gudz

A y—

State Service of Ukraine on Medicines and Drugs Control

51gna}ture of the Exccutive officer (see left)

Address 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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HEPEJIK JHKAPCBKHUX 3ACOBIB, 3APECCTPOBAHUX ABO 3ATIAHOBAHHX 10
PECCTPAIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudikara Bix )
Annex to Certificate 023/2017/GMP from _ 30 C5 2017
No Hasga nikapebkoro sacody PeecTpauiiine
3/m Ha3sga Ta nikapebka dhopma Hazga Ta aikapcbka ¢popma Misxknapoana NOCBiAYEHHS
JlikapcbKoro 3aco6y JiKkapcekoro 3aco0y HeNnaTeHTOBaHa HA3Ba (Toprosa
(ykpaiHCBKOK MOBOIO) (aHrmiiiceKo10 MOBOIO) Ri4oi(ux) pevyoBHHH(HH), JineHsist) Ne
y TOMY 4HCJTi iX mepediik — (]
19 6araTOKOMIIOHEHTHHX Ykpaini)
(komBiHOBaHNX)
(aHrJiiicbko10 MOBOIO)
PO3YKH AnA 1H'eKUiH, 5 Mr/Mi no solution for injection, 5 mg/ml, 1
1 M B amnynax; NelO (5x2) y ml in ampoule No.10 (5x2) in
OricTepax y maulii blisters in pack
79 | TAPAIIJIEKCIH®, Paraplexin®, Ipidacrine UA/15763/01/02
PO3HMH Ui iH'ekuil, 15 Mr/Mano | solution for injection, 15 mg/ml, 1
1 ma B ammmynax; Nel0 (5x2) y ml in ampoule No.10 (5x2) in
ficTepax y mauii blisters in pack
80 IMIPAIIETAM, Piracetam, Piracetam UA/14579/01/01
PO3YUMH JUTd iH'ekid, 200 Mr/Mi solution for injection, 200 mg/ml,
no 5 M7 B ammyiax Ne 10, Ne100 5 m] in ampoule, No.10, No.100
B Tauli, a6o Ne 10 (5x2) B in pack, No.10 (5x2) in blisters in
OricTepax B maui pack
81 MMIPUAOKCHUHY Pyridoxine hydrochloride Pyridoxine (vit B6) UA/13399/01/01
I'IAPOXJOPUA (BITAMIH (Vitamin B6),
B6), solution for injection, 50 mg/ml, 1
po3uuH st in'ekuii, S0 mr/mMn o | ml in ampoules No.10 in pack
1 a1 B amnysiax Ne 10 y nauwi 3 with baffles, No.10 (5x2) in one-
neperoponkamu; Ne 10 (5x2) B sided blisters in pack, No.100 in
OOHOOIUHMX GuicTepax y mauui; box with baffles
Ne 100 y xopobui 3
MIEPErOPOaAKAMH
82 | IIIPOKCUKAM, Piroxicam, Piroxicam UA/7117/01/01
cyrnosutopii no 0,02 r Ne 10 (5x2) | suppositories 0.02g, No.10 (5x2)
y Gnictepax B mauij in blisters in box
83 | IITPOKCUKAM, Piroxicam, Piroxicam UA/7118/01/01
cynosutopii no 0,02 r in bulk Ne suppositories 0.02g, in bulk
5x250 y biticTepax B ANIHKY No.5x250 in blisters in box
84 | MOBUAWH, Povidin, Povidone-iodine UA/3798/01/01
cynosutopif BariHaneHi o 0,3 T vaginal suppositories 0.3g, No.5
Ne 5 (5x1), Ne 10 (5x2) y (5x1), No.10 (5x2) in blisters in
OaicTepax B nayui pack
85 TMTOBUJIWH, Povidin, Povidone-iodine UA/13852/01/01

CYNO3UTOPIi BariHaneHi no 0,3 r

vaginal suppositories 0.3g, in

I'onoBa JlepsxaBHoi ciry:x6u Ykpainu 3

JIIKAPCBKHUX 32c006iB Ta KOHTPOJIIO 32

HAPKOTHKAMU
H.A. T'ymse

HepsxapHa cayxba Yipainu 3 gikapcbkux 3ac06i3f Ta ROHTPOMIO

3a HApKOTHKaAMH
nianue BiAMOBiAANLHOT OC06H reuarka

Anpeca: npocniext [Tepemorn,120, M. ICuie-113, YKpama 03115

Ten.:

38(044) 422-55-77

Daxc: 38(044) 422-55-77
mailto: dls@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz

M.IT

sx/gnature of the Executive officer (sce left)
Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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NEPEJIIK JIIKAPCHKIX 3ACOBIB, 3APE€CTPOBAHUX ABO 3ATIJTAHOBAHUX JO
PEECTPAIIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatox no Ceprudixara

Annex to Certificate

023/2017/GMP

Bin

from IO 05 2017

Ne Hazga jiikapcbkoro 3acofy Peecrpauniiine
3/m Hasga ra nikapebka gopma Hazga Ta nikapcbka gopma MixxkHapoana NOCBITYeHHs1
JlikapebKoro 3acoby JIIKapehbKOro 3acoby HEMATEHTOBAHA Ha3Ba (Toprosa
(YKpaiHCBKOI0 MOBOIO) (anruiiicb ko0 MOBOI) Ai040i(1X) peyoBHHH(1H), Jtinensis) Ne
y TOMy YHCJH iX mepenik — (s
ANs 6araToKOMMOHEHTHHX Ykpaini)
(xomGiHOBaHMX)
(aHrJifichK0I0 MOBOIO)
in bulk Ne 5x200 y Gnictepax B bulk No. 5x200 in blisters in box
ALUKY
86 | IIPOKTO30.J1, Proctozol, Bufexamac, Bismuth UA/4286/01/01
Cyno3nTopif pexransui Ne 5 rectal suppositories, No.5 (5x1), subgallate, Lidocaine
(5x1), Ne 10 (5x2) y 6uticTepax B No.10 (5x2) in blisters in pack hydrochloride
nayui
87 IMPOKTO30.1, Proctozol, Bufexamac, Bismuth UA/13851/01/01
Cynosutopii pextaieHi in bulk Ne | rectal suppositories, in bulk subgallate, Lidocaine
5x200 y GnicTepax B ALIMKY No.5x200 in blisters in box hydrochloride
88 | MPOMOJIIC, Propolis, Propolis UA/7793/01/01
cynosuropii mo 0,1 r Ne 5 (5x1), suppositories 0.1g, No.5 (5x1),
Ne 10 (5x2) y Gnicrepax B mauni No.10 (5x2) in blisters in pack
89 | IMPOIIOJIIC, Propolis, Propolis UA/13748/01/01
cynosutopii mo 0,1 r in bulk suppositories 0.1g, in bulk
Nel000 (5x200) y 6ricrepax B No.1000 (5%200) in blisters in
ALMKY box
90 | MPOCTATUJIEH®, Prostatilen®, Prostatilen UA/0800/01/01
CYTNo3uTOpii pexTansui no 0,03 r rectal suppositories 0.03g, No.5
No'5 (5x1), Ne 10 (5x2) y (5x1), No.10 (5x2) in blisters in
Baicrepax B nayui pack
91 | OPOCTATUJIEH®, Prostatilen®, Prostatilen UA/13462/01/01
cynosutopii pextanshi no 0,03 r | rectal suppositories 0.03g, in bulk
in bulk Ne5x180 y 6ricrepax B No.5x180 in blisters in box
SLIKY
92 INPOCTATUJIEH®, Prostatilen®, Prostatilen B MpoLeci
PO34MH 115 iH'ekniil Mo 2 M7 B solution for injection, 2 ml in peecTpauii
aMyni Ne 100 B mauni; Ne 5 ampoule No.100 in pack, No.5
(5x1), Ne 10 (5x2) y GricTepax B (5x1), No.10 (5x2) in blisters in
nayi pack
93 | MPOCTATUJIEH-IIUHK, Prostatilen-zinc, Prostatilen, Zinc sulfate UA/7223/01/01

Cymo3uTopil pexranshi Ne 5
(5x1), Ne 10 (5x2) y 6nictepax B
nayul

rectal suppositories, No.5 (5x1),
No.10 (5x2) in blisters in pack

heptahydrate, tocopherol

Tososa lep:xaBroi cny:x6u Y kpainu 3

JIKapCbKHX 32¢06iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. Tymse

Hepxkagna cayxba Ykpainu 3 nikapesKux 3acobis Ta KONTPOII0

32 HAPKOTHKamMH
TiANKC BiANOBiAabIOT 0cO6H, ricyaTka

Anpeca: npocnekt Ilepemoru, 120, M. Kuip-1 15, Yxpaina, 03115
Ten.:

38(044) 422-55-77

Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

M.IL

sigriature of the Executive officer (see left)

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
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IEPEJIIK JIIKAPCHKUX 3ACOBIB, 3APECCTPOBAHMX ABO 3ATIJTAHOBAHUX JIO
PEECTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarox no Ceptudikata

Annex to Certificate

023/2017/GMP

BiI

from _ J€ 04 2C/7

No Hasga sikapebkoro 3acoby PeecTpauiiine
3/m Ha3ga Ta nikapcbka ¢popma Hazpa Ta nikapcbka gpopma MiskHapoaHa nocBiAYeHHsl
JlikapcbKoro 3acofy Jikapcbkoro 3acofy HENaTeHTOBaHA HA3Ba (Toprosa
(yxpaiHebko0 MOBO1O) (aHmIificbKOK MOBOIO) Aito4oi(ux) peyoBHHHU(1H), Jinensis) Ne
y ToMy 4ucni ix nepeJiik — (s
A1 6araTOKOMIOHEHTHUX Ykpaini)
(komGiHOBaHMX)
(aHrJificbKo0 MOBOIO)
94 | IPOCTATUJIEH-UUHK, Prostatilen-zine, Prostatilen, Zinc sulfate UA/13990/01/01
CYINo3uTopii pektanbHi in bulk rectal suppositories, in bulk heptahydrate, tocopherol
Nel000 (5x200) y 6nictepax B No.1000 (5x200) in blisters in
SILLMKY box
95 | PEBMOKCHUKAM®, Reumoxicam, Meloxicam UA/8230/01/01
CYIO3UTOPIi peKTalbHi N0 15 Mr rectal suppositories 15mg, No.5
Ne 5 (5x1) y 6ricrepax B maumi (5x1) in blisters in pack
96 PEHAJITAH®, Renalgani®, Pitofenone and analgesics UA/1530/02/01
PO3UMH s in'ekuid mo 2 Ma abo | solution for injection, 2 ml or 5
5 Ma B ammynax Ne 5, Ne 10, Ne m! in ampoules No.5, No.10,
100 B mauwi; No 5 (5x1), Ne 10 No.100 in pack, No.5 (5x1),
(3x2) y 6nictepax B mauni No.10 (5x2) in blisters in pack
97 | CAHTEKBIH®, Santekvin®, Econazole UA/0417/01/01
cymosuropii Barinanbhi o 0,15 r | vaginal suppositories 0.15g, No.3
Ne 3 (3x1) y Gaictepax B mauil (3x1) in blisters in pack
98 CAHTEKBIH®, Santekvin®, Econazole UA/13749/01/01
cynosuTopil BariHanshri o 0,15 r | vaginal suppositories 0.15g, in
in bulk Ne600 (3x200) y bulk No.600 (3x200) in blisters in
OiicTepax B ALUIMKY box
99 | TAMICTOJI®, Tamistol®, Myramistin* UA/13948/01/01
cynosnropii o 0,015 r Ne 5 (5x1) | suppositories 0.015g, No.5 (5x1)
y Gnicrepax B nayui in blisters in pack
100 | TIAMIHY XJIOPHUA Thiamine chloride (Vitamin Thiamine (vit B1) UA/12783/01/01
(BITAMIH B1), B1),
Po3uMH st iH'ekuiit, SO Mr/Mn no | solution for injection, 50 mg/ml, 1
1 mn B ammynax Ne 10 B mawmi 3 ml in ampoules No.10 in pack
neperoponkamu; Ne 10 (5x2) B with baffles, No.10 (5x2) in one-
OJIHOGIYHUX OnicTepax B nauLii sided blisters in pack
101 | YPOCEIIT, Urosept, Pipemidic acid UA/3854/01/01
cynozutopii o 0,2 r Ne 10 (5x2) suppositories 0.2g, No.10 (5x2) in
y Omictepax B nayui blisters in pack
102 | YPOCEIIT, Urosept, Pipemidic acid UA/13908/01/01
cynosutopif no 0,2 r in bulk suppositories 0.2¢ in bulk

T'onosa Jlep:xaBHol cay:xéu Ykpainu 3

JIIKapCHKMX 32¢00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. T'ynse

Hepaasna eaywda Yipainu 3 gikapcbkux 3acobis Ta Kont podJiio

32 HAPKOTHKAMM
nianue sianosinansuoi ocobu, nevatka

Anpeca: npocnext [lepemorn, 120, M. Kuis-115, Ykpaina, 03 115

Ten.: 38(044) 422-55-77
Daxkc: 38(044) 422-55-77

mailto: dis@dls.gov.ua

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz

7

M.I

State Service of Ukraine on Medicines and Drugs Control
signature of the Exccutive officer (see left)

Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
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HEPEJIIK JIIKAPCBKHMX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIUIAHOBAHUX JIO
PEC€CTPAIIIL B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatox no Ceprudikara

BiX
Annex to Certificate  023/2017/GMP from _ 30 05 ACIF
No Ha3pa nikapeskoro 3acody Peectpauiiine
3/m Hasga Ta nikapeska dopma Hazea Ta sikapceska gpopma MixxkHapoaHa nocBigveHHst
JiKapcbKOro 3acoly JIIKAPCBKOro 3acoby HEMaTeHTOBaHa Ha3Ba (Toprosa
(yKxpaiHCBEKO MOBOK) (aHruiiicb K010 MOBOIO) 0ir040i(NX) pedoBHHH(UH), Jiuensis) Ne
y TOMY 4HcJTi iX nepedtik — (s
A5 6araToKOMMOHEHTHHX Ykpainui)
(xomGiHOBaHHX)
(auraiiicbKo10 MOBO1O)
Nel000 (5x200) y 6mictepax B No.1000 (5x200) in blisters in
ALUKY box
103 | XIHO®YLHH, Chinofucin, Chlorquinaldol UA/0720/01/01
cynosuropii Barinaneni no 0,015 | vaginal suppositories 0.015 g,
r Ne 5 (5x1), Ne 10 (5x2) y No.5 (5x1), No.10 (5x2) in
Giicrepax y maui blisters in pack
104 | XIHO®YLIUH, Chinofucin, Chlorquinaldo] UA/13381/01/01
cynosuropii BarinaneHi o 0,015 | vaginal suppositories 0.015g, in
rinbulk: Ne 5x180 y Gmictepax y | bulk No.5x180 in blisters in box
AIKY
105 | HQIAHOKOBAJIAMIH Cyanocobalamin (Vitamin Cyanocobalamin UA/12784/01/01
(BITAMIH B12), B12),
PO3UMH AN iH'eKwi#, 0,5 Mr/Mn solution for injection, 0.5 mg/ml,
mo 1 myt B amnynax Ne 10 B nauui | 1 ml in ampoule No.10 in pack
3 neperoponkamu, Ne 10 (5x2) B with baffles, No.10 (5x2) in one-
onHOGiuHOMY BaicTepi B mauwi sided blisters in pack
Bupoonuumeo neposucosanoi npodyxuii, nepsunina ynaxosia
106 | EPBICOJI®, Erbisol®, Mono UA/9178/01/01
posunH 1 iv'ekuill; no 1 i abo | solution for injection, 1 ml or 2
2 mn B ammyti Nel0 y kopo6ui ml in ampoule No.10 in pack
107 | EPBICOJI® YJILTPAdapwm, Erbisol® ULTRApharm, Mono UA/3030/01/01
po3unH [k in'ekwiif; mo 1 ma abo | solution for injection, 1 ml or 2
2 M B amnyii Nel0 y kopo6ui ml in ampoule No.10 in pack
108 | EPBICOJI®EkcTpa, Erbisol®Extra, Mono UA/5036/01/01
posumnH 1 in'ekuiit; no | M abo | solution for injection, 1 ml or 2
2 M B amnyai Ne10 y kopodui ml in ampoule No.10 in pack
BupoGuuumeo nepospacosanoi npooyruir, REPRUHHA MA BROPHITHA YIIAKOBKA
109 | APMAIIH, Armadin, Mexidol* UA/9896/01/01
PO3YMH IS iH €KUM, 50 mr/mn solution for injection, 50 mg/ml, 2
no 2 mn B amnynax Ne 10 (5x2) y | ml in ampoule No.10 (5x2)in
KaceTax B mauui cassettes in pack
110 PE[-IEFIPO._ Reneuro, Choline alfoscerate UA/14966/01/01

PO3YMH AT 1H'ekuiit, 250 Mr/m,

solution for injection, 250 mg/ml,

T'onosa lepsxaBHol ciyx6u YKkpainu 3

NiKapeLKUX 32c00iB Ta KOHTPOJIIO 32 ;
HAPKOTHKAMH
H.AL Tynss

Hepxaua cayxba Ykpainu 3 gikapebKux 3acobisfra KONUTPO/IO

32 HAPKOTHKAMU
MIAMUC BiAMOBiAANLNOT 0cOBH, TeuaTka

Anpeca: npocnext Ilepemorn, 120, M. Kuip-113, Ykpaina, 03115

Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77
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HEPEJIK JIIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3ATIJIAHOBAHUX A0
PEECTPAIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarok no Ceprudikata

Annex to Certificate

023/2017/GMP

Big
from

30

05 AC/7

No Hasga nikapceekoro 3acofy Peccrpauiiine
3/n Haszea Ta nikapceka dopma Haspa Ta nikapcbka dopma Mixnapoana NOCBiT4YeHHs
JIiKapcbKoOro 3acoby JliKapebKOro 3acoby HEMaTeHTOBAHA HA3Ba (Toprosa
(YKpaiHcbKO10 MOBOIO) (anraiiicbKo0 MOBOIO) Air40i(MX) pedoBUHU(HH), Jtinensis) Ne
y Tomy uHei ix nepenix — (B
711 6araToOKOMIOHEHTHHX Yxkpaiui)
(koMbiHOBaHUX)
(anrailicbkol0 MOBOIO)
o 4 M B ammyJi NoS (5x1), Ne 4 ml in ampoule No.5 (5x1),
10 (5x2) y xaceTax B nauui No.10 (5x2) in cassettes in pack
111 | PATMOKOP®, RHYTHMOCOR®, Potassium gluconate, UA/3122/02/01
PO3YHH IS iH'€KLIN MO 5 MII B solution for injection, 5 ml in Magnesium gluconate
ammynax Ne 10 B mauwi; Ne 10 ampoules No.10 in pack, No.10
(5x2) y Gnictepax B naymni (5x2) in blisters in pack
112 | TPU3UIIIH, Trizipin, Trimethylhydrazinium UA/9897/01/01
POo3unH A in’ekniit, 100 mr/mi solution for injection, 100 mg/ml, | propionate (Mildronate*)
no 5 Mn B ammynax Ne 10 (5x2) B | 5 ml in ampoules No.10 (5%2) in
Kacerax B Mayii cassettes in pack
Bmopunna ynaxoska, 003sin Ha gunyck cepif
113 [ IPHUHOTEKAHY Irinotecan hydrochloride, Irinotecan UA/15576/01/01
I'TAPOXJIOPH ], concentrate for solution for
KOHUEHTPAT ANs PO3UUHY 11 infusion 20mg/ml, 2 ml or 5 ml in
iHQy3ii, 20 mr/miL, 1o 2 mn a6o vials, No.1 in pack
no 5 mny duakonax Nel B mauni | (manufacturing from in bulk Qilu
(BHPOGHMLITBO 3 NpoAyKNii in Pharmaceutical (Hainan)
bulk pipmu-BupoBHuka Kainy Co.,Ltd., China)
®apmaneytikan (Xatinane) Ko.,
Jitn., Kurait)
114 | MEPOTTEHEM, Meropenem, Meropenem UA/11213/01/01
NOPOILOK U1 PO3UUHY AJIsI powder for injection 0.5g, No.1 in
IH'ekuili mo 0,5 ry ¢uakonax Ne 1 | pack (packaging from in bulk
B mavni (NakyBaHHA i3 popmu in SHENZHEN HAIBIN
bulk dipmu-Bupo6ruka PHARMACEUTICAL CO.,
lenpuxens XaiOnuHp LTD, China)
®apmacerotuxen Ko., Jltn,
Kuraif)
115 | MEPOIIEHEM, Meropenem, Meropenem UA/11213/01/02

NOPOLIOK IS PO3UMHY JUTA
in'exniii mo 1,0 ry dakonax Ne |
B nayLi (MaKyBaHHs i3 popmu in
bulk hipmu-Bupobrnka

powder for injection 1.0g, No.I in
pack (packaging from in bulk
SHENZHEN HAIBIN
PHARMACEUTICAL CO.,

T'onioBa JlepxasHoi ciy:x6u Ykpainu 3

JIKAPCHKHX 32c06iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
HAL Tynse

Hepsxasna eayxba Yrpainn 3 nikapebiux 3acobiB/Ta’ KOHTpOJ‘IlO

32 HAPKOTHKAaMH
MiAMTHC BiAMOBinaNBIIO] 0CO6I/I nevaTrka

Anpeca: npocnext ITepemoru, 120, M. Knis-115, Ykpalﬂa 03115

Ten.:

38(044) 422-55-77

Daxc: 38(044) 422-55-77
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HEPEJIIK JIKAPCHKUX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIVIAHOBAHUX JIO
PEECTPAIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudikara BiI ~
Annex to Certificate 023/2017/GMP from 30 04 Z6/7

Ne Hasga stikapcbkoro 3acody PeecTpauiiine
3/m Hasga 1a nikapebka dopma Hassa Ta nikapcebka dopma MixkHapoana NocBiTYeHHst
JiKapcbKoro 3acody JIiIKapeLKoro 3acoby HenaTeHTOBAHA Ha3Ba (Toproea
(yKpaiHcbKO10 MOBOIO) (anrmiiicbkor0 MOBOIO) Ai040i(MX) peyoBUHU(MH), JlineHsist) Ne
y TOMYy 4Hci ix nepetik — (&
47151 6araTOKOMMOHEHTHHX Ykpaiui)
(xomGinoBaHNX)
(aHTAiicBKOI0 MOBOIO)
1Uenbuwxens XaibuHb LTD, China)
DapmacstoTuken Ko., JItx,
Kuraii)
116 | IPOMOUE®, Promocef, Ceftriaxone UA/15379/01/01
MOPOUIOK I PO3UMHY M1 powder for injection 1.0g, No.1,
in'exwuiit no 1,0 r y dprakonax Ne No.5 in pack (packaging from in
1, Ne5 B mavwi (makysanHs i3 bulk Qilu Pharmaceutical
dopmu in bulk Keiy Co.,Ltd., China)
PapmaueyTtikar Ko., JItn.,
Kurait)
117 | HE®@A3OQJIIH, Cefazolin, Cefazolin UA/15387/01/01
TIOPOIIIOK JUIA PO3UHHY ISt powder for injection 1.0g, No.I,
im'exuiit mo 1,0 'y dutakonax Ne No.5, No.50 in pack (packaging
1, Ne 5, Ne 50 B nauui (makysanns | from in bulk Qilu Pharmaceutical
i3 hopmu in bulk Ksiny Co.,Ltd., China)
®apmaueyrikan Ko., JIta.,
Kuait)
118 | HE@ENIM, Cefepime, Cefepime UA/13564/01/01
TIOPOLIOK AJIS PO3UUHY LIS powder for injection 1.0g, No.1,
in'exuift mo 1,0 ry pnakonax Ne No.5, No.50 in pack (packaging
1, Ne 5, Ne 50 B mauni (nakyBanHs | from in bulk Qilu Pharmaceutical
i3 Gopmu in bulk Kginy Co.,Ltd., China)
®apmaueytikan Ko., Jtx.,
Kuraii)
119 [ QE@GOTAKCUM, Cefotaxime, Cefotaxime UA/13415/01/01
NOPOILOK A1 PO3UMHY IS powder for injection 1.0g, No.1,
in'exuist o 1,0 ry paakonax Ne No.5, No.50 in pack (packaging
1, No 5, No 50 B mauui (maxysannst | from in bulk Qilu Pharmaceutical
i3 opmu in bulk Qilu Co.,Ltd., China)
Pharmaceutical Co.,Ltd.. Kurait) .
120 | HEOTAZUIUM, Ceftazidime, Ceftazidime UA/13768/01/01
TIOPOILIOK i PO3UUHY [JIs powder for injection 1.0g, No.1,
iH'exuiyt no 1,0 r y draxonax Ne No.5, No.50 in pack (packaging

I'ososa JepxaBnoi caymbu Ykpainm 3

JIKApCLKUX 32¢06iB Ta KOHTPOJIIO 32

HARPKOTHKAaMH
H.A. Tynsn

Hepxasua ciyxba Ykpaiuu 3 JdikapesKux 3acobis Ta KDHTpOJIlO

3a HADKOTHKaMU
M Anuc BiAMOBIAANBHOT 0C06H ncuaTtka

Anpeca: npocnext [lepemoru, 120, M. Kuig-113, prlea 03

Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77
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IEPEJIIK JITKAPCBKUX 3ACOBIB, 3APE€CTPOBAHUX ABO 3AIIJTAHOBAHHX J10
PEECTPAIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Hornartox no Ceprudikara

BiI

Annex to Certificate 023/2017/GMP from 30 05 RCH7
Ne Ha3ga nikapebkoro 3acoGy PeecTpauiitne
3/m Hassa ta aikapcbka ¢popma Haspa Ta jlikapcbka ¢opma MixHapoaHa NOCBiAYeHHS
JiKapcbKoro 3aco6y JiKapebKoro 3aco0y HENaTeHTOBAHA HA3BA (Toprosa
(ykpalHCbKOI0 MOBOYO) (aHraiiicbkol MOBOO) Air4yoi(1x) peyoBUHH(UH), Jaiuensisa) Ne
y ToMy 4nci ix nepedtik — 3
A1 6araToOKOMIOHEHTHHX YxpaiHi)
(komOiHOBaHUX)
(aHM1ificb KO0 MOBOIO)
1, Ne 5, No 50 B mauui (makysanHs | from in bulk Qilu Pharmaceutical
i3 hopmu in bulk Ksiny Co.,Ltd., China)
®apmaueyTikan Ko., JITn.,
Kuraii)
121 | HE®@TPUAKCOH, Ceftriaxone, Ceftriaxone UA/13240/01/01
MOPOLLOK A4 PO3UUHY [UIS powder for injection 1.0g, No.1,
iH'ekui#t no 1,0 ry dmakonax Ne No.5, No.50 in pack (packaging
I, Ne 5, Ne 50 B mayui (nakysanus | from in bulk Qilu Pharmaceutical
13 popmu in bulk Qilu Co.,Ltd., China)
Pharmaceutical Co.,Ltd., Kurait)
122 | HE@YPOKCHUM, Cefuroxime, Cefuroxime UA/15365/01/01
MOPOLUOK [/ POIUHMHY JUIs powder for injection 0.75g, No.1,
in'exuint no 0,75 ry dpnaxonax Ne | No.5, No.50 in pack (packaging
1, Ne 5, Ne 50 B mauui (nakysasts | from in bulk Qilu Pharmaceutical
i3 dopmu in bulk Ksiny Co.,Ltd., China)
DapmaueyTtikan Ko., JIta.,
Kurait)
123 | HE®@YPOKCHUM, Cefuroxime, Cefuroxime UA/15365/01/02
NOPOIUOK AN POUHHY JUTS powder for injection 1.5g, No.1,
iH'exuift mo 1,5 vy ¢nakonax Ne No.5, No.50 in pack (packaging
1, Ne 5, Ne 50 B nayui (makysanus | from in bulk Qilu Pharmaceutical
i3 hopmu in bulk Kaimy Co.,Ltd., China)
®apmaneytikan Ko., JItn.,
Kuraii)

3C /Df/w/7ﬂal71a/Dale

T'onoBa Jlep:kaBHOT ci1y:0u YKpainu 3
JiKapchbKHUX 3ac00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
H.A. Tyass

HMepxasHa cnyaba YipaiHu 3 JikapcbKux 3aco6iB Ta KOHTPO10

32 HAPKOTHKAaMH
NiANHC BiNOBiAaNLIO! 0Cco0U, reuaTka

Anpeca: npocriext [lepemorn, 120, m. Kuie-115, Ykpaina, 03115

Ten.: 38(044) 422-55-77
Daxc: 38(044) 422-55-77

mailto: dis@dls.gov.ua

Head of the State Service of Ukraine on
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State Service of Ukraine on Medicines and Drugs Control
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