W '

JEPXJIKCIIYXEA
JAEPKABHA CJIYXKEBA 3 JOKAPCBKHX 3ACOFBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KHIiBCBKIN OBJIACTI

npocnekt Banepis JoGanoscskoro, 51, m. Kuie, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https: //www dls.gov.ua, Koa €IPTIOY 37078774

BHUCHOBOK
Npo AKICTH BBe3eHOro B YKpainy JIHIKapeLKoro 3acofy

05.04.2021 " Ne 14282/21/10

I'EIIAP KOMIL XEEJIb
(naliMenyBsaHHA nixapchKoro 3aco0y 3riAHo 3 peecTpauiiinum NOCBiAMEHHAM)
PO3YHN A0d iH'eKuiil no 2,2 Mx B amMny.i; mo 5 AMIyJ y KOHTYPHiit 4apyHKOBIH ynakoeni; mo

1 xonTypHiii yapynxogiit ynaxosni Y Kopobui
(thopma punycky, nosysanun, B naxyBaHHa NikapcLKOro 3acoGy)

Homep peectpauiitroro nocsinuenns UA/6553/01/01 crpox aif peectpaniiinoro nocsiagesns 01,01.2099
Cepis nikapceskoro 3aco6y Ne 91915 KinekicTs BRE3EHOTO Nikapcskoro 3acoby 3182

Bupobunxk bionorime Xaitmemitrens Xeens I'M6X, Himegunna
{Hafimenynatng sHpoGHHKa Nikapcekore 3acofy, xpaiia NoxXolxenns)

Beeseno B Vipaiuy Torapucreo 3 06Mexenoro BinnosinansHicTIO "KACKAJI MEJIKAJL

PET'TOHM", izenr. kox: 35757357
(nalimMenyBaru® Ta kog 3a €IPTIOY ropaauIHot ocobu abo npissuiie, iM'a, 1o GaTsxoni diznynol

0coGH - minpremMus, 1f Micle NpoXuBanHA Ta pcecmaumﬂuﬁ HoMep 00nikoBol KapTku nnaTHYKa
nopartkin ado cepia Ta Homep TAcroepTa)

[lpoToxon Bisyanenoro xonrpomo six 25.03.2021 X 0870/6.

3a pesymbratamu  aepxaBHOro KOHTPOMO BCTAHOBIGHO, WO JikapchKWil 3aci6 BBeleno B Yipaiky 3
,E(O'l‘pPIMEIHHﬂM BHUMOT 33KOHO/aBCTB2 IMO/O 320e3Ne9eHH A JKOCTI IKAapChKIX 3ac0GiB.
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QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

M

-Heel

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany

Product: HEPAR COMP, HEEL?®, solution for injection 2,2 ml in ampoules, Ne5 (5x1)
Iponykmis I'EIIAP KOMILXEEJIb, posunn ais in’ckuiii no 2,2 ma B amnynax, N5 (5x1)
Batch Ne: 921915 Batch quantity produced in total (packs): 3182
Homep cepii: 91915 Kinexicre npoaykuii B cepil (ynakosok): 3182
Manufacture Date 04.06.2020 Registration license number: UA/6553/01/01 validity period unlimited
JaTta supobannrea: 04.06.2020 Homep peectpaniitnoro noceinuenns: UA/6553/01/01 Tepmin mii Heobmexmenni
Expiry date: 05.2025 Country of origin: Germany
Tepmin npuaaTHocTi: 05.2025 Kpaina noxomxenna: Himeuunna

Testing point / Hoxasnuru Specification / Cn iRayi Resuits / Pesynomamu Control methods/

Axocni Menmwodu konmponn

Odour Qdourless. Corresponds QCM, It.1,GHP, H22.1

3anax be3 3anaxy. Binmosinae MK, n.l, GHP,H2.2.1

Clarity Clear Corresponds QCM, It. 2a, Ph. Eur, 2.2.1

Iposopicrs [Ipo3opwuit Binnosinae MK, 0.2a, €sp. . 2.2.1

Particulate contamination: Practically free from particles. Corresponds QCM, It.2b, Ph. Eur.2.9.20

visible particles*

Mexaniuni BRIOUeHHS: TNpakTadso BiaLHHI BiT HacToK. Binnosigac MKHA, .26, €sp.D. 2.9.20

BHANHMI yacTRu*

Colour

KoaboposicTs

Colourless to slightly pink, not stronger coloured than
reference solutio R6.

Bix Ge3fapsrOTO 10 3/1€rKa POXKEBOro KONLOPY;
3a6apRAEHHA Po3YHHY Mae 6yTH Ae iNTeHcHBRIlIe

Slightly pink, not stronger than
reference solution R6
3nierka poxesud, iie

inTencuBriTgil eTANOHHOTO

QCM, 1t. 3, Ph. Eur. 2.2.2

MKH, n. 3, €8p.0.2,2.2

ETAJIOHHOTO PO3YHHY R6. po3unuy R6
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Konip annyn Bexbapsumii. Binnosinae MKS, nd, Bisyansno
Exstractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,33 ml/ampoule QCM, It. 5, Ph. Eur. 29.17
06'eM, 110 BHTATAETLCH 2,20-2,53 ma/amnyay (2,2099-2,5414 r/amnyy). 2,33 m/amnyary MK, n. §, €ap.®. 29.17

sub-visible particles

Mexariuni BRIOMEHHA:
HEBHAHMI 4ACTKH

Max. 6000 particles size = 10 pm.

Max. 600 particles size > 25 um

B opwuit amayni:

Magc. 6000 wacTok posmipom > 10 mkm.
Maxc. 600 uacTox posmipom > 25 MKcM.

12 particles/ampoule
0 particles/ampoule

12 yacTox/ammymy
0 yacrox/amnyny

Osmolality 285-315 mosmol/kg. 298 mosmol/kg. QCM, It. 6, Ph. Eur. 2.2.35
OcMONsBHICTL 285-315 MocMoIB/KT. 298 MocMoNIB/KT, MKH4, n. 6, €sp.P. 2.2.35
pH 5,0-6,5. 5,6 QCM, It. 7, Ph. Eur. 2.2.3
H 5,0-6.5. 5,6 MK4A, 1. 7, €Esp.@. 2.2.3
Particulate contamination: Per ampoule: QCM, It. 8, USP 788,

Ph. Eur. 2.9.19

MK, n. 8, ©. CIUA 788, €sp.P.

29.19

Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur. 2.6.I,
membrane filter method
CrepuneHicTs CTepRabHui. Bianosinae MK/, 0.9, €ap.®. 2.6.1, meTon
membGpannol dineTpanii
Bacterial Endotoxins Max. 3,4 LU./ml. <3,41.U./ml, QCM, It. 10, Ph. Eur. 2,6,14
BakTepianbhi Maxe, 3,4 MO/mn < 3,4 MO/mn MK, 1,10, €8p. ®. 2.6.14
EHAOTOKCHHH

* result secured in the production process/ *peay1bTaT rapaHToBaHo B nponeci supobuuNTBR

All analytical procedures related to any official regulation or pharmacopoeia are carried out according te the current edition.

Yei anasiTacui METOOHKH, 10 N0B’A38Ri 3 SYAL-AKAM odimiiukM pery/oBaHHAM a6o (bapmaKonecio, BHKOHYIOTECS BLINOBIZHO A0 QIOYOro BHAAHHS,
Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_01_MIA_2020 0009.

Buapotuuya pinsnuus: Biomoriwe Xaiismitreas Xeeas TMoX, H-p Pexeser-mrpace 2-4, 76532 Gaaen-Baaen, Himeusiuna.

Homep ninensii na supoGunureo Ta KoHrpoo axecti: DE_BW_(01_MIA_2020 _0009.

! hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned recognized building (5) in full compliance with GMP requirements of the local
regulatory authority and with specification in the marketing authorization of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Hum a niomseponcyro, uio nasedena sunie inopmanis € cnpasycuvoio | mounoso. Cepin npenapamy 6yna suzomoanena, & momy wucai
ynaxosana i nepesipena, & mexcax npoedypu Kormponie AKocmi na ICIHAUEHIT BUE supobrunii oinsnuyi 8 nosuii eidriogionocmi do
sumoz npaeun Hanexcnol Bupobnuyol Ipakmuxu (GMP), ecmanosnenux micuesum DEYARMOPHUM OD2AHOM, O MAKOHC 8 HOGHIG
gionosionocmi do crteqm,bzxaqm, nepe&ﬁaqenux ¥y JIIquJiJ Ha supoﬂuuumso Kpalnu-imnopmepa 3i cnepisdh :

Name / I11B: Vgrena Wieland / Bepena B’enend
Signature / [Tinnmue: Z [

Quality Control Manager / Ynoeh
04.08.2020

Position / I[Tocapga:
Date of release / Jlata unycky cepii 8 npogax:

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.; +49 (0)7221/501-00, Faxs
br Q& 06 25
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