JIEP’KABHA CJIVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHIBCHKIN OBJIACTI

npos. Ceitmuroi Hagii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EJIPTIOY 37078774

BUCHOBOK |
PO SAKicTH BBe3€HOT0 B YKpaiHy JIKapcbKoOro 3acody

29.10.2023 Ne 52757/23/10

JIE®JIOTAB

. L ’ —

(HanmeHyBaHHsr mxapcmcoro 3aco0y 3rigHo 3 peecmaumnnm HOLBIH‘IGHHHM)

TaGJeTkn BKpUTi 0000HK010, Mo 20 Mr, mo 30 Taduerok y koHTeiiHepi; mo 1 koHTeiHepy B
~magui

(cbopma BHIYCKY, J03YBaHHA, BUJ MAKyBaHH: JIKapChKOTo 3acoby)

Homep peectpawiitroro nocsiguents UA/12013/01/02 crpox nii peecrpaniitioro mocsingenns 01.01.2099
Cepis nikapcwkoro 3aco6y Ne B230177C KinskicTs BBE3eHOr0 Aikapchkoro 3aco6y 900

BupoGHHUK ‘Menax esensmadt drop kninimre lneniansnpenapare M6X, Hiveuunna

(HaiiMeHyBaHHA BHPOOHHKA JlikapchKoro 3aco6y, KpaiHa MOXoIKEHH)

BBeseHo B YKpaiHy CrijibHe YKPaiHChbK0-eCTOHChKE MANPUEMCTBO Y (hopMi TOBApUCTBA
3 0OMesxeHoro BinnosigaabuicTio "Onrima-®apm, JITL", inenT. xox:
21642228

(HaHMf:HyBaHHﬂ ta ko 3a €APTIOY topunn4noi ocobn abo mpizenile, IM ', MO 0aTBKOBI Lblswmm
0co6H - TianpHeMILs, i Micue TPOKHBAHHS Ta pcecrpaumﬂnn HOMED oﬁmxonm KapTKH IJIaTHHKA
noxaTkis abo cepis Ta HOMEp racriopra)

IpoToxo Bi3yanbLHOTo KOHTPOJIIO BiA 27.10.2023 Ne 3399/5.

32  pesynbTATAMH  JICPKABHOTO KOHTPONIO BCTAHOBIEHO, WO JKapChkHit 3acib BBe3eHO B YKpaiHy 3

JOTPUMAHHAM BHMOTr 3aKOHOAABCTBA 1010 3a0€3MeUCHH AKOCTI JIKapChKUX 3ac0BiE.
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Anlage 1w SQP

VV-QUAL-009468

Version i

CEPTUDIKAT AKOCT! / CERTIFICATE OF ANALYSIS Ne 1707231216

NEDIMIOTAB

(nﬂhﬁ"h(}haﬂ ((Ir kiinische
Spezialpraparate mbH

TabneTin, skputi 0DOrIOHIKOI0O, NO 20 MI 110 30 rabneToK Y KOHTEWHE!; No

1 KOHTENHEPY B NavLj

| Xpomarorpami BUnpoBoByBaHoro pos4nHy NoBUHeH
| BIANOBIAATH HYacy yTpUMYBaHHS Niky nedrioHominy
| Ha XpomaTorpami PO3duHy nopisHsHHS.

| A. The retention time of the leflunomide peak in the
“chromatogram of the sample solution must conform
| to the retention time of the leflunomide peak in the
_| chromatogram of the reference solution.

B. YnbTpadionetosuil cnexkTp normuHasHs

BUNPOBOBYBAHOIO PO3YMHY MOBNHEH MaTH

MAKCHUMYMW Ta MIHIMYMUA NPW TUX YKe JOBMKUHAX

| XBWUINb, WO i PO3YUH NOPIBHAHHS.

B. The ultraviolet absorption spectrum of the test
solution must have its maxima and minima at the
same wavelengths as the reference solution has.

TMTaHy moucmn '

Titanium dioxide

L b e Fi a1l bk

Drug product LEFLUTAB
film-coated tablets, 20 mg; 30 tablets in a container; 1 container in a
carton

[iloya pevosuHa NednoHomig

Active ingredient Leflunomide

Homep cepii B230177C

Batch number N

[lata supoBHuuTea 21.02.2023 Tepmiv npuaaTHoCTi 21,02.2026

Date of manufacture EXpiry date

[MOKA3HNK CHNELIMDIKALIA PEBVHbTAT
TEST SPECIFICATION AHANI3Y
- oo | TESTRESULT
{ Onuce Bini a6o maimie OIni kpyrni ,ﬂ,BOOﬂyI(ﬂI TabrneTkn B Bianosinae BUMOoram |
oBonoHLUi 3 puckoio 3 oaHiel cTopoHn; Be3 BUauMUX |
TPILUWH, PO3KONIB Ta IHWNX 3MiH NOKPUTTS. |

| Description White to off-white, round, biconvex film-coated | Complies

-: tablets with one-sided break-mark; no visible

-cracks, fissures and lrregular changes of the
................. —_— CO.?“” g... R

| l,qemmbucauw

Identification: __ o . N |

BERPX A. Hac yTpumysarHs niky nednoHomigy Ha Bignoeipae sumoram |

| Complies

W B e L | il i bbb e VA

anoemae BUMOram

Complies

C. 3'A8MAETLCH HACKYEHWIA KOBTO-KOPUYHEBU
KOnip.
C. A deep brown-yellow colour appears.

CrinkicTb o
PO3[aABITIOBAHHS

| Resistance to crushing
|(Ph. Eur. 2.9.8,)

— ] M, -

Bignosinae symoram

complies

T He meHwe 40 H i He Binblie 130 H.

Not less than 40 N and not more than 130 N.

Boga

| Water (Ph. Eur. 2.5.12.)

77 H (N)

WP 50 R
Not more than 7.0 %. o
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CEPTUGIKAT SIKOCTI / CERTIFICATE OF ANALYSIS Ne 1707231216

Anlage Iz SOP VV-QUAL-009463 Version 7
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3aTBEPKEHNX Npoueayp KoHTporio. Jlikapcbikuid 3acid Bi'ﬂ,ﬂOBjBQEWBG} .

It is hereby certified that this product batch has been anajjzed! in compliaribeWfc
approved control procedures. The product meets all re

BacT. kepisHuKa Bigainy KOHTPOITIO AKOCT! 0
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Gesallschalt {Ur klinlsche
Spezialpréparate mbl
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NOKAIHUK CNELMOIKALIA PE3YIILTAT
TEST SPECIFICATION AHANIZY |
08 %

CRRT I S TR TP P FLE P Ll L, ] h

Po3unHeHHSN He menwe 75 % (Q) yepes 30 xs,
| Dissolution - Not less than 75 % (Q) in 30 min.
KinbKicHe BU3HAUEHHS Bin 95,0 % no 105,0 %. 100.8 %
Assay From 95.0 % to 105.0 %.

(Ph. Eur. 2.2.29. <
OpgHopinHICTEL 4030BaAHUN MpuitmansbHe Jueno (AV): He Binblue Hk 15,0
OANHNUL | (Ly = 15,0; Lo = 25,0).
| Uniformity of dosage units Acceptance value (AV): not more than 15.0 Complies
| (Ph. Eur.2.9.40) | (Li=15.0;L=25.0)
| CynyTHi gomMilku,
| Related substances. .
Nomiuika B* He Binbwe 0,30 %.
Impurity B* | Notmorethan0.30%. .
Hesipoma IHAMBIAYaNbHE Me Binbwe 0,20 %.
nomMitKa

Unknown individual impurity | Notmore than0.20%. L
3aranbHui BMICT 4OMILLOK He 6inbie 1,0 %. <0,1 %

Total imputities | Not more than 1.0 %. o o o 1
| MikpoBionoriusa uncrora’ aranbHa KinekicTs aepobHux MiKpoopraHiamis Bianosifae sMmoram
(TAMC) < 10° KYOIr;

ararnbHa KinsKicTs APHIKIKOBUX Ta NNICHABUX
rpubis (TYMC) < 102 KYOIr;

BigcytHicts E. colis1r |
Microbiological purity’ Total aerobic microbial count (TAMC) ‘Complies
(Ph. Eur. 2.6.12., 2.6.13.) < 10° CFU/g; o
Total combined yeast and mold count (TYMC)
1 s 102 CFU/y,

Absence of E. coliin 19.

| Binnosinae sumoram
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** [laHa gomitlka BIgHOCUTLCS A0 (2Z)-2-cyano-3-hydroxy-N-{4-(trifluoromethyl)phenillbut-2-enamide (teriflunomide).
! BUKOHYETLCS AFS NEPLLNX TPOX BUpoBnenux cepiil, noTim nepioaniHo (koxroi 10 cepii v opunH pas Ha PiK).
[poTsrom BUBMEHHS cTabinbHOCTI TECTYBAHHA NPOBOAUTLEA BIANOBIAHO KO NPOTOKONY BUBYEHHA cradinsHocTi.

“Impurlty corresponds to (22)-2-cyano-3-hydroxy-N-{4 ~(trifluoromethyliphenilibut-2-enamide (terifunomide).
t Tested on the first 3 batches, then periodically (every 10" batch or at least once a year). During the stabillty study;
testing Is performed according to the stabillty study protocol.

o dLETS ™

el cepTuchikaT sacsiguye, Lo LA cepist Nikapcbroro 3acoBy npoituna nepesipky signosigHo go GMP ta
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Deputy Head of Quality Control

Nata / Date 17.07.20283
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[lepexknag 3 aHrnincLKoT Ta HIMELLKOT Ha yKpaiHCbKY
/nozomun:
umedak lesenswodm tiop
Kniniwe Wneuianenpenapame

(medac Geselischaft fur klinische
Spezialpridparate mbH)/ |

Hassa npenaparty: JIEGNIOTAB - Leflutab

KpaiHa-imnopTrep: Ykpaina PeectpaLiiiHe

Cuna ail / AktusHicTs: 20,0 mr noceiaYeHHs Ne: UA/12013/01/02
Tikapcbka dopma: Tabrertka, skputa Cepia Ne: B230177C

| o6onoHKo Cepia Ne (Bulk): 2307A

BracHuK niueHsit: «mepak» (medac) [ara BupobHuyrea: 21.02.2023
Poamip ynakosku: 30 TabneTok TepmiH npuaaTtHoCTi:  21.02.2026

Tun ynaxkoeku: KonrenHep Duma  [lata sunycky: 14.07.2023

Twist-Off

OB’eM BUMYCKY: 3500

Hassa ta aanpeca ETan Homep NiyeHsii Ha IM'51 ynoBHOBaeHO!
BUPOBOHUKaE BUpOBHMLTBA BUPOOHNUTBO abo ocodu

Ceptudpikaty HBIM (GMP)

«XaynT dapma Bulk-npoaykr DE_NW_05_MIA_2022_0003 [-p O. lUnennep
MioHcTEp TMEBX » (Dr. O. Schlepper)
(Haupt Pharma M{nster

GmbH)

LLinebpiorrenkamn 15

(Schleebriiggenkamp

15) 48159 MiwoHcTep

Himey4nHa

«megak M'meXy FroToBuiA DE_SH_01_MIA_2023_0005 K. Mionen6pok
(medac GmbH) NPoAYKT Ta (C. Mlhlenbrock)
Teartepwtpacce 6 BUMYCK

(Theaterstralie 6)

22880 Begens

HimeyunHa

PesynbraTtu ananiay: AnBITbCH okpemnit CepTudikar aHanisy

KomeHTapi/zayBaxeHHsa: Hemae

Linm s ninTBepaxyio Te, WO BULLEBKa3aHa iHOPMAL|is € SOCTOBIPHOI Ta TOYHOIO. List cepia
NPOAYKTy Oyna BUroToBreHa, BKNIoYakuy NakyBaHHs Ta KOHTPOIb SKOCTI, Ha BULLE3a3HaYeHunx.
BMPOOHUYMX OinsHKax y nosHii BignosiaHocTi 3 Bumoramn HBM (GMP) micuesoro PEryNnATOpPHOro
oprany Ta 3i crneundikauiamu 4o PeectpauiitHOro noceigyeHHs Kpalnu-imnopTtepa. Mpouec
BUPOBHWUTBA, NaKyBaHHA Ta pesyneTaTh aHanisy cepii 6ynu nepesipeHi Ta BU3HaKI Takumy, WO
signosigatoTe BuMoram HBIM (GMP). Buwieskasana cepis sunyLieHa ans EeKCnopTy.

IM'a Ta nocaga ocobu, Wo Hagae o Wreddpen fipke (Steffen Dirks)
DO3BIN Ha BUMYCK cepil:

0 H-p Kpictogp MionexBpok (Dr. Christoph Mihlenbrock)
m Acke Wpbogep (Aske Schréder)

dapmauesT, YO srigHo cTaTtTi 48, Jupektusa 2001/83/EC

17.07.2023 /midnucaHe/
Hata nignuecy [Tianuc ynosHoBa)KeHo! ocobu

* «medar TmbX» (medac GmbH); Teamepiumpacce 6 (Theate rstrafie 6); 22880 Bedens HimeuvuHa/
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CERTIFICATE OF GONFORMITY

Name of product:

Importing Country:
Strength / Potency:
Dosage form:

l.icence Holder:

Package size:
Package type:
Amount released:

Name and address
of manufacturer:

Haupt Pharma Minster GmblH Bulk product
Schleebriiggenkamp 156

48159 MUnster
Germany

medac GmbH
Theaterstrafle 6
22880 Wedel
Germany

Results of analysis:
Comments/remarks:

No.; 1707231216

NEOGMOTAB - Leflutab

Ukraine MA-No.:
20,0 mg Batch No.:

Film-coated tablet Batch No. (Bulk):

medac Manufacturing date:
Expiry date:

30 Tablets Date of release:

Duma Twist-Off container

3500

Stage of No., of manufacturing

manufacturing
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Spezialpraparate mbh

UA/12013/01/02
B230177C
2B307A

21.02.2023
21.02.2026
14.07.2023

Name of Qualified

. licence or GMP certificate Person

DE_NW_05_MIA_2022_0003 Dr. O. Schiepper

Finished product  DE_SH_01_MIA_2023_0005  C. Muhlenbrock

and release

see separate Certificate of Analysis
none

| hereby certify that the above information is authentic and accurate. This batch of preduct has been
manufactured, including packaging and quality control at the above mentioned sites in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country. The-batch processing, packaging and analysis.
records were reviewed and found to be In compliance with GMP. Above mentloned batch is released

for export.

Name and position of person
authorising the batch release:

O Steffen Dirks
1 Dr. Christoph Mihlenbrock
7] Aske Schroder
0O Aron Westendorf
7 Jan Vo8

P

Pharmacist, QP accc
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