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CEPTU®IKAT SIROCTI / CERTIFICATE OF ANALYSIS Ne 151817

JEDIHTAB

Gessllschaft fir klinische
Spezialpraparate mbH

rabuericn niputi obononkoio, no 20 mr, no 30 tabnerok y xonteitnepi, no |

KonTeiHepy B nauw

LEFLUTAB
coated tablets, 20 mg, 30 tablets in container, | container in box
Hiroua pevonina Hednrononin
Active ingredient Leflunomid
Hoarep cepii MI190817A
Baich number
Jara supobunnrsa 16.12.2G19 Tepmin npuaatrocT 16.12.2022
Date of manufacinre Expiry date
MNOKASHWIK CHELNDIKCALLIA PE3YIILTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onue Bini abo matixe Gimi, kpyrii asoonykni TabneTu B Bignosigae sumoram
000NN 3 PHCKOIO 3 ofHoro Goy; Ge3 BHmIAMUN
TPILMH, POIKOMIB TA IHLHX 3MIH MOKPHTTS,
Description White to off-white, round biconvex film-coated tablets Complies

with one-sided break-mark; no visible cracks, fissures
and irregular changes i film coat.

lasHTudinaiis
Identification

BEPX

HPLC

A, Yac yrpumanHa niky nanioHomigy Ha
Xpomarorpami sunpobysaHoro po3ynHy NoBUHeH
BiAnoBsigaTh Yacy yrpumanHs niky nednioromiay
Ha XpomMaTorpami poavurHy NnopiBHAHHS.

The retention time of peal leflunomicle on
chromatogram of sample solution should
conforms to the retention time of peak
leflunomicdle on chromatogram of reference
solution.

Bianosigae sumoram

Complies

—_yibﬂcneiaﬁ

UV-spectrumi (Ph.Eur, 2.2.25)

Turany giokeus

B. YnsTpadioneTosuii cnexTp NormyuHaxH:
BUNPODYBAHOrO PO3UUHY NOBUHEH MaTu
MaKCUMyMU T8 MiHIMyMU NPy TUX OKE J0BKUHax
XBUNb, WO W PO3YKH NOPIBHAKHA.

Ultraviolet absorption spectrum of the test
solution must have the maxima and minima at the
same wavelengths as the reference solution.

Bignogigae sumoram

Complies

C.3abapenesHs po3umHy ¥ HACUHEHWA XOBTO-
KOpWU4YHEBWiA Konip.

Bignosigae sumoram

Assay (Ph.Eur.2.2.29.)

Titanium dioxide Staining the solution in a deep yelfow- brown Complies
- W L. T S

CriakicTe 4o po3napmoBaHHn - B
Resistance tocrushing | -y

20 mr He menwe 40 N ta He Ginblue 130 N, 73N

20 my o | NLT 40 N and NMT 130 N

Boga He Binbwe 7,0 % 3.4 %
Water (Ph.Eur.2.5.12.) NMT 7,0 %

PoayuHeHHsn He mexwe 75 % (Q) yepea 30 xB. 97 %
Dissolution NLT 76 % (Q) in 30 min.

KineKicHe Bu3HaYeHHA Bin 95,0 % n0 105,0 %. 101,2 %

95,0 % - 105,0 %/

ﬁx,@w A//(fjj 07 PR 10 20 (%_)é“mn‘iq')
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Geselischalt fiir klinische
Spezialpriparate mbH

[noKkazHuK CMNELMDIKALLIA PE3VNbLTAT
TEST SPECIFICATION AHARNIZY
TEST RESULT

OAHOPIAHICTL 1030BaMHNX
oAMHULL

Ans 10 ta 30 ao30BaHKX OAVHULL: NPUARHATHE
uncno merwe abo pisre L1, ge L1=15.0. Ons
iHAWBIAYaNLHOT 4030BAHOT OLUHUL: NPUAHATHE
uKMeno 8 gianasodi (1+ L, X 0.01)M, pe L2=25.0

Binncsigae sumoram

Total impurities (Ph.Eur.2,2,29,)

NMT 1,0 %

Uniforimity of dosage units For 10 and 30 dosage units: acceptable number | Complies
®hLur2.9.40) is less than or equal to L1, where L1 = 15.0 For
the individual dosage unit: accepltable number in
m - the range (1 + L. x 0.01) M, where L,= 25.0
CynyTHi gomiwiu
Related substances
(Ph.Eur.2.2.29.)
Homiwka 8** He Binbwe 0,30 % 0,01 %
Impurity B** NMTO030%
Hesigoma i m,awm.qyaana He Ginbwe 0,20 % < 0,20 %
Aomiwika NMT 0,20 %
_Unknown individual impurity o
3aransHuit BMicT AoMiLLOK He Ginowe 1,0 % < 0,1 %

Mikpo6GionoriuHa uncrora:
| Microbiological purity:

| 3aranbHa (nscTh aepolHKX MiIKpoopraHiamis

(TAMC) < 10° KYO/r

Total aerobic microbial count (TAMC) < 10°
CFU/g

JaransHa KNLKICTL BPRIEHKOBUX TA NIICHSBKX
rpubis (TYMC) < 107 IKYO/r

Total combined yeast and mold count (TYMG)<
10° CFU/g

BincytHicts E. colin 1 1.

Absence of E. collin 1 g.

Bignoeigae sumoram

Complies

** Impurity corresponds to (2Z)-2-cyano-3-hydroxy-N-[4-(trifluoromethyl)phenillbut-2-enamide

(teriflunomide)

Lleit ceprudikar saceiguye, 1o L|A cepisi nikapcukoro sacoby npoiuna nepesipky BignosiagHo 40 GMP Ta
Jatseplkernx npoueayp koHTpemo. Jlikapcokuin 3acit signosinae seim sumoram creyudiayii.

it is hereby certified that this product batch has been analyzed in compliance with GMP and with the

written control procedures. The product meets all requirements of the ﬁ;{%ﬁf@m\
f,f /w ;/ // - & \\

3am. Havanehvia oT4ena kKOHTPONA kavectsa - " / 4 gd ac
Deputy Head of Quality Control o f 147, f " }S‘onja M’ Hamdi
Hata/Date 28.04.2020 ;A_X‘*fj GmbH <)
"N ,\*’ /
/ "\A 0} J&é\[/
A o 52/

cron. 2a?
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Hassa npenapary i
| rabnetry BrpHTi oGosonKoI0, 10 20 MT 1O

| Name of prodict
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JAEDJIOTAB

30

no | KoHTeHHEPY B Hasi

TabUCTOK ¥ KoHchuep;

Kpatia-innoprep
Importing country

LEFLUTAB

coated tablets, 20 mg 30 fablets in container; | container in box
Ykpaina Peecrpaniiine nocsijruenisg Ne NeUA/12013/01/ 02
Ukraine MA No

Buracunxk PI1
MA [Tolder

Mepak 1'escnbiadr
diop Kkiinile
Hlneniannupenapar
e m0X, HiMeuunna
Medac Gesellschaft

Jur klinische

Spezialpraparate
m.b ., Germany

S A

Homep cepii
Batch number

- MI90817A

Cura il / AkrueHicTs
Strength / Potency

Hedumonomin/l

TadlleTKa

Leflunomide/1 tablet
20 mr (myg)

Jlara supodSunnsa
Date of manufacture

16.12.2019

Jlikapceks dopya

Dosage form

Tabuerien BxpyTi
0OOMOHKOIO
Film-coated 1ablets

Tepumin npwiarnocTi
Lixpiry dute

16.12.2022

BHpOGHNITBY i
KOWTPOIIO SIKOCT]
Name and address of
_manufucturing site(s)

Stage of
manufacturing

No of manufacturing license

Possip nakysauns 3 radieror / T nakyranns Kounreiinep
. Package size | tablets Package type Container -
Posmip cepuu Date of relcase
p el 4000 ym. / pe. il 28.04.2020
| Bateh size 7 Hara penisy
Hassa i aupeca pinanor | Etan supodunnrea | Ne stinensit na supobmmirrso Ipizsume

YHOBIOBAKCHOT
ocobn

Name of Qualified
Person

Menak Ieseneuradr
(hiop wiinime
Hineniaasupenapare

- MEBX, Himeuunua
Tearepirpacee, 6, 22880
Beaens, Himeuunna

Medac Gesellschaft fur
klinische
Spezialpraparate ni b H.,
Germany

Theaterstrasse 6, 2288(0)
Wedel, Germany

Xayur ®apma

Mioncerep I'mGX,

Hirveusauna
48159,

| batch release:

BupoGuuxk, uio
BIAIOBIIAC 32
MaPKYBaHHsI,
BIOPHIIHE
NaKysamnis
KOHTPOJIL/BHIIPOOY B
auns cepii Ta
BUNYCK cepii:

Munufacturer
responsible for the
labeling, secondary
packing, batch
control/testing,

DE_SH 01 MIA 2019 0020

Andreas Diivel

Bupobuuk, mo
BIUHOBIZAE 38
BHPODHHINTRO
I'OTOBOT JHKAPCHKOT

DE NW 05 MIA 2019 0006

Dr. K-H.
Bannefeld

cTop. 132
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E HEeGprorrenkamn 15, GopMu, niepBrHNC

| Mionerep, Histeuuuna HaKyBais,
MAPIYBAHS,
BIOPHHEC
HAKYBAHHS,

KOHTPOJIL/BHIIPODYR
arus ceplii Ta 3a
BHITYCK cepil:
Haupt Pharma Munster

GmbH, Germuany Manufactirer
48159, responsible for the
Schileebruggenkamp manufacture of a
15, Munster, Germany drig product,

primary packaging,
abelling secondary 5
| packaging, control/

batch testing and for
| batch reflease:

[nst ceprudrixarom sacnijadyemo, 1o suueskasana indopmaitis € gocrosipio i tounoo. 1l cepis
JKapebkoro saco0y Oy/ia BUIOTOBICHA, BKIIOYAIOUH YIIAKOBKY | KOHTPOIL SKOCTI Ha BHILEBKasaniil Jinsin
(unsnKax) B nosnii pijnopianocti 1o Bismor GMP, BCTAHOBICHNX MICHEBUM PEl'YJISTOPHUM OPraHoM, 1 ¥
siznonimoceti o enepdikanii Toprosoi ainensii kpafuu-imuoprepa. lporokosnn BAPOOHHLTEA, YIIAKOBKY i
avanizy cepii 0yno posrasHYTo | BHINAIO BMORHMME Jo GMP,

Buinesxazana cepis exgwiena jus peanisanii.

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country, The batch processing, packaging and analysis records were reviewed
and found ta be in compliance with GMP.

Above mentioned baich is relew: :

e

cTop. 232
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JEPXJIIKCIIYXXBA
JEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocnekt Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
NPO SIKICTh BBE3eHOr0 B YKpaiHy JIiKapChLKOro 3acody

20.10.2020 Ne 53260/20/10

JE®JIIOTAB

(HaliMeHyBaHHS JlikapchKOTo 3aco0y 3riTHO 3 peecTpariifHAM MOCBiTYESHHSM)
TabJeTKH, BKPHTI 000,10HK010, 110 20 Mr, o 30 Tad/eToK y KOHTeliHepi: mo 1 KoHTeiiHepy B
nmavuni

(dopma BuIyCKy, 103yBaHHS, BH] IaKyBaHHS JIIKapCbKOTo 3aco0y)

Howmep peecrpauiiinoro nocsimuenns UA/12013/01/02 ctpox aii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nmikapcekoro 3aco6y Ne M190817A KinbKicTh BBE3€HOTO JliKapchKkoro 3acoby 1

BupoGHuK Menaxk 'ezensmadr ¢rop xninime [neniansnpenapare M6X, Himeuunna

(HaliMeHyBaHHS BUPOOHHKA JIiKapCHKOTo 3ac00y, KpaiHa MOXOIKEHHS)

BBesero B Vkpainy ChninbHe yKpalHChK0-eCTOHChKeE MiANPHEMCTBO Y opMmi TOBapucTBa
3 00MekeHOI0 BixnmoBinanabHicTIO '"OnTiMa-®apm, JITA", inent. xon:
21642228

(naiiMenyBanHs Ta ko 3a €JIPTIOY ropunuyuHoi ocodu abo npi3BuiLe, iM's, 1o 6aTekoBi (izuuHOT
0co0u - mianpreMI, ii Miclie MPOXXUBAHHS Ta peeECTpaliifHuit HoMep 001iKOBOT KAPTKU IUIATHUKA
nozaTkiB abo cepist Ta HOMEp nmacnopra)

Ipotokon Bisyansnoro koutpoo Bix 08.10.2020 Ne 3410/6.

3a pe3ynpTaTaMH IEPKaBHOTO KOHTPOJIO BCTAHOBJIEHO, MIO Jlikapchkuii 3aci6 BBe3eHO B VYkpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOJIaBCTBA WI0/I0 3a0€3MeYeHHs AKOCTI JIiKapChbKUX 3ac00iB.

3acTynmHUK HaYaJIbHUKA BiILTY
Jlep>xaBHOT CITy>KOH 3 JIiIKapChKUX 3ac00iB

5 e ) 3yb6apeBa H. B.
Ta KOHTPOJIIO 32 HapKoTUKamH y KuiBchKii '%/

obnacti

(mocanosa 0cQfao ) i (mignumc) (iniwiany Ta npi3BuUIIE)
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JEDIHTAB

Gessllschaft fir klinische
Spezialpraparate mbH

rabuericn niputi obononkoio, no 20 mr, no 30 tabnerok y xonteitnepi, no |

KonTeiHepy B nauw

LEFLUTAB
coated tablets, 20 mg, 30 tablets in container, | container in box
Hiroua pevonina Hednrononin
Active ingredient Leflunomid
Hoarep cepii MI190817A
Baich number
Jara supobunnrsa 16.12.2G19 Tepmin npuaatrocT 16.12.2022
Date of manufacinre Expiry date
MNOKASHWIK CHELNDIKCALLIA PE3YIILTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onue Bini abo matixe Gimi, kpyrii asoonykni TabneTu B Bignosigae sumoram
000NN 3 PHCKOIO 3 ofHoro Goy; Ge3 BHmIAMUN
TPILMH, POIKOMIB TA IHLHX 3MIH MOKPHTTS,
Description White to off-white, round biconvex film-coated tablets Complies

with one-sided break-mark; no visible cracks, fissures
and irregular changes i film coat.

lasHTudinaiis
Identification

BEPX

HPLC

A, Yac yrpumanHa niky nanioHomigy Ha
Xpomarorpami sunpobysaHoro po3ynHy NoBUHeH
BiAnoBsigaTh Yacy yrpumanHs niky nednioromiay
Ha XpomMaTorpami poavurHy NnopiBHAHHS.

The retention time of peal leflunomicle on
chromatogram of sample solution should
conforms to the retention time of peak
leflunomicdle on chromatogram of reference
solution.

Bianosigae sumoram

Complies

—_yibﬂcneiaﬁ

UV-spectrumi (Ph.Eur, 2.2.25)

Turany giokeus

B. YnsTpadioneTosuii cnexTp NormyuHaxH:
BUNPODYBAHOrO PO3UUHY NOBUHEH MaTu
MaKCUMyMU T8 MiHIMyMU NPy TUX OKE J0BKUHax
XBUNb, WO W PO3YKH NOPIBHAKHA.

Ultraviolet absorption spectrum of the test
solution must have the maxima and minima at the
same wavelengths as the reference solution.

Bignogigae sumoram

Complies

C.3abapenesHs po3umHy ¥ HACUHEHWA XOBTO-
KOpWU4YHEBWiA Konip.

Bignosigae sumoram

Assay (Ph.Eur.2.2.29.)

Titanium dioxide Staining the solution in a deep yelfow- brown Complies
- W L. T S

CriakicTe 4o po3napmoBaHHn - B
Resistance tocrushing | -y

20 mr He menwe 40 N ta He Ginblue 130 N, 73N

20 my o | NLT 40 N and NMT 130 N

Boga He Binbwe 7,0 % 3.4 %
Water (Ph.Eur.2.5.12.) NMT 7,0 %

PoayuHeHHsn He mexwe 75 % (Q) yepea 30 xB. 97 %
Dissolution NLT 76 % (Q) in 30 min.

KineKicHe Bu3HaYeHHA Bin 95,0 % n0 105,0 %. 101,2 %

95,0 % - 105,0 %/
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Geselischalt fiir klinische
Spezialpriparate mbH

[noKkazHuK CMNELMDIKALLIA PE3VNbLTAT
TEST SPECIFICATION AHARNIZY
TEST RESULT

OAHOPIAHICTL 1030BaMHNX
oAMHULL

Ans 10 ta 30 ao30BaHKX OAVHULL: NPUARHATHE
uncno merwe abo pisre L1, ge L1=15.0. Ons
iHAWBIAYaNLHOT 4030BAHOT OLUHUL: NPUAHATHE
uKMeno 8 gianasodi (1+ L, X 0.01)M, pe L2=25.0

Binncsigae sumoram

Total impurities (Ph.Eur.2,2,29,)

NMT 1,0 %

Uniforimity of dosage units For 10 and 30 dosage units: acceptable number | Complies
®hLur2.9.40) is less than or equal to L1, where L1 = 15.0 For
the individual dosage unit: accepltable number in
m - the range (1 + L. x 0.01) M, where L,= 25.0
CynyTHi gomiwiu
Related substances
(Ph.Eur.2.2.29.)
Homiwka 8** He Binbwe 0,30 % 0,01 %
Impurity B** NMTO030%
Hesigoma i m,awm.qyaana He Ginbwe 0,20 % < 0,20 %
Aomiwika NMT 0,20 %
_Unknown individual impurity o
3aransHuit BMicT AoMiLLOK He Ginowe 1,0 % < 0,1 %

Mikpo6GionoriuHa uncrora:
| Microbiological purity:

| 3aranbHa (nscTh aepolHKX MiIKpoopraHiamis

(TAMC) < 10° KYO/r

Total aerobic microbial count (TAMC) < 10°
CFU/g

JaransHa KNLKICTL BPRIEHKOBUX TA NIICHSBKX
rpubis (TYMC) < 107 IKYO/r

Total combined yeast and mold count (TYMG)<
10° CFU/g

BincytHicts E. colin 1 1.

Absence of E. collin 1 g.

Bignoeigae sumoram

Complies

** Impurity corresponds to (2Z)-2-cyano-3-hydroxy-N-[4-(trifluoromethyl)phenillbut-2-enamide

(teriflunomide)

Lleit ceprudikar saceiguye, 1o L|A cepisi nikapcukoro sacoby npoiuna nepesipky BignosiagHo 40 GMP Ta
Jatseplkernx npoueayp koHTpemo. Jlikapcokuin 3acit signosinae seim sumoram creyudiayii.

it is hereby certified that this product batch has been analyzed in compliance with GMP and with the

written control procedures. The product meets all requirements of the ﬁ;{%ﬁf@m\
f,f /w ;/ // - & \\

3am. Havanehvia oT4ena kKOHTPONA kavectsa - " / 4 gd ac
Deputy Head of Quality Control o f 147, f " }S‘onja M’ Hamdi
Hata/Date 28.04.2020 ;A_X‘*fj GmbH <)
"N ,\*’ /
/ "\A 0} J&é\[/
A o 52/

cron. 2a?
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Hassa npenapary i
| rabnetry BrpHTi oGosonKoI0, 10 20 MT 1O

| Name of prodict
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JAEDJIOTAB

30

no | KoHTeHHEPY B Hasi

TabUCTOK ¥ KoHchuep;

Kpatia-innoprep
Importing country

LEFLUTAB

coated tablets, 20 mg 30 fablets in container; | container in box
Ykpaina Peecrpaniiine nocsijruenisg Ne NeUA/12013/01/ 02
Ukraine MA No

Buracunxk PI1
MA [Tolder

Mepak 1'escnbiadr
diop Kkiinile
Hlneniannupenapar
e m0X, HiMeuunna
Medac Gesellschaft

Jur klinische

Spezialpraparate
m.b ., Germany

S A

Homep cepii
Batch number

- MI90817A

Cura il / AkrueHicTs
Strength / Potency

Hedumonomin/l

TadlleTKa

Leflunomide/1 tablet
20 mr (myg)

Jlara supodSunnsa
Date of manufacture

16.12.2019

Jlikapceks dopya

Dosage form

Tabuerien BxpyTi
0OOMOHKOIO
Film-coated 1ablets

Tepumin npwiarnocTi
Lixpiry dute

16.12.2022

BHpOGHNITBY i
KOWTPOIIO SIKOCT]
Name and address of
_manufucturing site(s)

Stage of
manufacturing

No of manufacturing license

Possip nakysauns 3 radieror / T nakyranns Kounreiinep
. Package size | tablets Package type Container -
Posmip cepuu Date of relcase
p el 4000 ym. / pe. il 28.04.2020
| Bateh size 7 Hara penisy
Hassa i aupeca pinanor | Etan supodunnrea | Ne stinensit na supobmmirrso Ipizsume

YHOBIOBAKCHOT
ocobn

Name of Qualified
Person

Menak Ieseneuradr
(hiop wiinime
Hineniaasupenapare

- MEBX, Himeuunua
Tearepirpacee, 6, 22880
Beaens, Himeuunna

Medac Gesellschaft fur
klinische
Spezialpraparate ni b H.,
Germany

Theaterstrasse 6, 2288(0)
Wedel, Germany

Xayur ®apma

Mioncerep I'mGX,

Hirveusauna
48159,

| batch release:

BupoGuuxk, uio
BIAIOBIIAC 32
MaPKYBaHHsI,
BIOPHIIHE
NaKysamnis
KOHTPOJIL/BHIIPOOY B
auns cepii Ta
BUNYCK cepii:

Munufacturer
responsible for the
labeling, secondary
packing, batch
control/testing,

DE_SH 01 MIA 2019 0020

Andreas Diivel

Bupobuuk, mo
BIUHOBIZAE 38
BHPODHHINTRO
I'OTOBOT JHKAPCHKOT

DE NW 05 MIA 2019 0006

Dr. K-H.
Bannefeld

cTop. 132
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E HEeGprorrenkamn 15, GopMu, niepBrHNC

| Mionerep, Histeuuuna HaKyBais,
MAPIYBAHS,
BIOPHHEC
HAKYBAHHS,

KOHTPOJIL/BHIIPODYR
arus ceplii Ta 3a
BHITYCK cepil:
Haupt Pharma Munster

GmbH, Germuany Manufactirer
48159, responsible for the
Schileebruggenkamp manufacture of a
15, Munster, Germany drig product,

primary packaging,
abelling secondary 5
| packaging, control/

batch testing and for
| batch reflease:

[nst ceprudrixarom sacnijadyemo, 1o suueskasana indopmaitis € gocrosipio i tounoo. 1l cepis
JKapebkoro saco0y Oy/ia BUIOTOBICHA, BKIIOYAIOUH YIIAKOBKY | KOHTPOIL SKOCTI Ha BHILEBKasaniil Jinsin
(unsnKax) B nosnii pijnopianocti 1o Bismor GMP, BCTAHOBICHNX MICHEBUM PEl'YJISTOPHUM OPraHoM, 1 ¥
siznonimoceti o enepdikanii Toprosoi ainensii kpafuu-imuoprepa. lporokosnn BAPOOHHLTEA, YIIAKOBKY i
avanizy cepii 0yno posrasHYTo | BHINAIO BMORHMME Jo GMP,

Buinesxazana cepis exgwiena jus peanisanii.

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country, The batch processing, packaging and analysis records were reviewed
and found ta be in compliance with GMP.

Above mentioned baich is relew: :

e

cTop. 232




i

JEPXJIIKCIIYXXBA
JEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocnekt Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
NPO SIKICTh BBE3eHOr0 B YKpaiHy JIiKapChLKOro 3acody

20.10.2020 Ne 53260/20/10

JE®JIIOTAB

(HaliMeHyBaHHS JlikapchKOTo 3aco0y 3riTHO 3 peecTpariifHAM MOCBiTYESHHSM)
TabJeTKH, BKPHTI 000,10HK010, 110 20 Mr, o 30 Tad/eToK y KOHTeliHepi: mo 1 KoHTeiiHepy B
nmavuni

(dopma BuIyCKy, 103yBaHHS, BH] IaKyBaHHS JIIKapCbKOTo 3aco0y)

Howmep peecrpauiiinoro nocsimuenns UA/12013/01/02 ctpox aii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nmikapcekoro 3aco6y Ne M190817A KinbKicTh BBE3€HOTO JliKapchKkoro 3acoby 1

BupoGHuK Menaxk 'ezensmadr ¢rop xninime [neniansnpenapare M6X, Himeuunna

(HaliMeHyBaHHS BUPOOHHKA JIiKapCHKOTo 3ac00y, KpaiHa MOXOIKEHHS)

BBesero B Vkpainy ChninbHe yKpalHChK0-eCTOHChKeE MiANPHEMCTBO Y opMmi TOBapucTBa
3 00MekeHOI0 BixnmoBinanabHicTIO '"OnTiMa-®apm, JITA", inent. xon:
21642228

(naiiMenyBanHs Ta ko 3a €JIPTIOY ropunuyuHoi ocodu abo npi3BuiLe, iM's, 1o 6aTekoBi (izuuHOT
0co0u - mianpreMI, ii Miclie MPOXXUBAHHS Ta peeECTpaliifHuit HoMep 001iKOBOT KAPTKU IUIATHUKA
nozaTkiB abo cepist Ta HOMEp nmacnopra)

Ipotokon Bisyansnoro koutpoo Bix 08.10.2020 Ne 3410/6.

3a pe3ynpTaTaMH IEPKaBHOTO KOHTPOJIO BCTAHOBJIEHO, MIO Jlikapchkuii 3aci6 BBe3eHO B VYkpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOJIaBCTBA WI0/I0 3a0€3MeYeHHs AKOCTI JIiKapChbKUX 3ac00iB.

3acTynmHUK HaYaJIbHUKA BiILTY
Jlep>xaBHOT CITy>KOH 3 JIiIKapChKUX 3ac00iB

5 e ) 3yb6apeBa H. B.
Ta KOHTPOJIIO 32 HapKoTUKamH y KuiBchKii '%/

obnacti

(mocanosa 0cQfao ) i (mignumc) (iniwiany Ta npi3BuUIIE)
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