JIEPKJIIKCITYKBA YKPATHA
NIEPKABHA CJIYIKBA 3 JIKAPCLKUX 3ACOBIB TA KOHTPOJITO 3A
HAPKOTUKAMU Y KHIBCHKIN OBJIACTI

npocnexT Banepis Jlo6anorcrkoro, 51, m. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dis.ke@dls.gov.ua, Kon €/IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3CHOr0 B YKPATHY JiKapeLKoro 3acody

12.05.2020 Ne 22959/20/10

INIJAOEHTA KOMIIO3UTYM

{HalMEHYBAHHA AIKAPCHKOTO 3aco0y 3TIAHO 3 peecTpauidHNIM nocsizdenRmaM)

PO3UNH A iH'eKuiil, Mo 2,2 MJI B AMITYJII; 110 S aMITyJI Y KOUTYDHIH 4apyHKOBi ynaKosmi; no

1 koHTYpHIit yapYHKOBI ynaxkosui B Kopofui 3 KapTouy

(popma Bunycky, 103y RaHIS, BHA NAKYBAHHS NKAPCLKOO 32c00Y)
Howmep peectpauifinoro nocsimuenss UA/2465/01/01 crpox ail pecerpauiiinoro nocsinuenss 01.01.2099

Cepin nikapcbxoro 3acoby Ne 89740 Kinbkicts sBe3etioro ikapeskore sacoby 3000

BupoGuiik Biosorime XaiineMmitrens Xeens ['M0X, HiMequuna

(nadistenypanis BpaduuKa JikapesKoro 3acody, KpaiHa NOXOKeHHs)

Beesetio B Ykpainy Tosapucrso 3 0GMeAeH010 pinnosizansaicrio "IOBIAH ©®APM
TPEU", inent. vox: 39278099

(nafimenyBanus Ta koA 33 CJIPTIOY wpianuiol ocoGh ade npiisuie, iM's, no Gatubkosi gisimnol
ocoBu - nignpueyug, i Micue apownsanua Ta peceTpaitiltinit omep 06niKkoBOT KAPTKK MAATHHKA

nojarkis abo cepia Ta HOMep nacropTa)

MpoTokon BizyansHore kontpomo sin 29.04.2020 Ne 1414/13.

33 pesynbTATAMH JEPKABHOFO KOHTPOJQIO  BCTAHOBIEHO, Wio jikapcbkuil 3acih  sBeseHo B Yxpainy

AOTPHMAHHHM puMOr 3aKOHOLABCTEA 1100 aaBesneuelts AKocTi Mikapehyix 3acobis.

3acTynHHK HavaIbiKa BiALiny

epxaBHOT ciryxBu 3 Tixapcpkux 3acobiB . :
Hep ¥ P g 3yGapesa H.B.
Ta KOHTPOTHO 3a EapKOTHI{aMI/I y KHiBCEKIH B,
ofnacti el s
(n(}ca.uusﬁ};_codd opraHy ﬁepmamao‘m KOHTPO/IO) (minrme) (iniuiasmg Ta npissie)
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-Heel
Biologische Heilmittei Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: PLACENTA COMPOSITUM, injection solution in 2,2 ml ampoules Ne5 (5x1)
Hponyknis: IIATITEHTA KOMITO3UTYM, PO31MH Ans iw’exniit wo 2,2 mur B ammyaax Nes (5x1)
Batch Nv: 89740 Batch quantity produced in total (packs): 8131
Homep cepil: 89740 Kinericts nponyxuii s cepii (ynaxosox): 8131
Manufacture Date 29.10.2019 Registration license number: UA/2465/01/01 validity period unlimited
Aara BupoGunurea: 29.10.2019 Homep peccrpaniiinoro mocsinuenus: UA/2465/01/01 Tepmin ail meobMekennii
Expiry date: 09.2024 Country of origin: Germany
Tepmin npuaatnocri: 09.2024 Kpaina noxogrenns;: Himeuanna
Testing point / Hoxasnuku Specification / Cnewudiizayia Results / Control methods/
Axocmi ' LPesyasmamu Memoou xoumpomeo
Cdour Odourless, Corresponds QCM, 1t.1, GHP, H2.2.1
3anax Ees samaxy. Binnoginae MEKH, .1, GHP, H2.2.1
Clarity Clear, Corresponds QCM, It. 2, Ph, Eur, 2.2.1
IposopieTs Uposopwnit. Biguosipae MKH, n.2, €sp.®.2.2.1
Particu]atte contamination: visible Practically free from particles, Corresponds QCM, 1.3, Ph. Eur.2.9.20
particles
Mexaniuui BRI YEHNS; TpakTuavo Binksuil BiO yacTOK. Bingnosinae MKJI, n.3, €sp.®, 2.9.20
BHAMMI YACTKH
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Koasoposiers BesGapenuii. Bianopinne MXHA, n. 4, Cep.P. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 3,visually
Koaip amnya BesapsHuii. Bignoninac MK?, n.5, sisyannno

Extractable volume
O6’eM, o BUTSTACTHLA

2,20-2,53 mVampoule (2,2009-2,5414 g/ampoule),
2,20-2,53 ma/amnyay (2,2099-2,5414 r/ammyay).

2,28 ml/ampoule
2,28 ma/amMnyay

QCM, It. 6, Ph. Eur. 2.5.17
MK, n, 6, €sp. 0. 2.9.17

Osmolality 285-315 mosmol/kg. 297 mosmol/kg, QCM, It. 7, Ph. Eur, 2.2.35

Oemoasannpiers 285-315 mocmonn/Kr. 297 mocMmonn/Kr. MKA, n. 7, Esp.P, 2.2.35

pH 4,7-6,5. 5,5 QCM, It. 8, Ph. Eur, 2.2.3

| pH 4,7-6,5. 5,5 MIA, 0. 8, €sp.®. 2,23

Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6.1,
membrane filter method

CrepunnHicTs CTepuALHMUIH, Bianosigae MK, 1.9, €sp.d. 2,6.1,
mMeToa MemGpanHoOT
thinsTpauiy

Bacterial endotoxins Max. 3,4 1.U./ml. <34 LU/ml QCM, It. 10, Ph, Eur. 2.6.14

BaxTepiansni engoToxcnnn Make. 3,4 MO/ma. < 3,4 MO/ma, MEA, n. 10, €sp. B, 2.6.14

sub-visible particles

Mexasiuni skmoucuug:
HEBHAMMI Y4CTKRH

Particulate contamination:

In one ampoule:

Max. 6000 particles 210 um,

Max 600 particles 25 um,

B oanii amnyai:

Maxe.6000 wacTor posmipes =10 mem.
Maxe.600 uacTox posmipom >25 micm.

17 particles/ampoule
1 particles/ampoule

17 yactor/amMnyay
1 9acTox/amnyny

QCM, It. 11, USP <788>,
Ph. Fur, 2.9.19

MKA, n. 11, ©, CHIA <788>,
€rp.D. 2.9.19

*the result 1§ obtained from PG/ *

Site of manufacture: Riol

Manufacturing and qual

I hereby confirm that the above information is authentic and accurate. This batch
packaging/labeling and guality control at the above mentioned recognized building in fill ¢
regulatory authority and with specification in the marketing authorization of the importing count,

records were reviewed and found to be in compliance with GMP,

Hus 2 niomeepooicyio, mo nagedena gunie in

PESYILTAT OTpHMY10TE 13 1IPC (RonTpois y npoust BHPCONHUTBA)
ogische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden
ity control license number; DE_BW_01_MIA 2019 0055.
Bupofnpya ninsnung; Bionorime Xafinsmitrenr Xeens T'méX, A-p Pexeper-
Homep minensil na BupodrAnTEO TR KOHTDOJI SIKOCT:

-Baden, Germany.

wTpace 2-4, 76532 Bagen-Bagen, Himewunna.
DE_BW_01_MIA_2019 0055,

of product has been mamyfactured, Including
ompliance with GMP reguirements of the local
rv. The baich processing, packaging and analysis

popmania € cnpasoersorw i mounoro. Cepin npenapamy 6yna suzomosnena, s momy uncal

ynarogana i nepesipena, 8 mescax NPOREOYPU KONMPONIY AKOCHE Na 303naueniii 8UIE SHPOORNNIE Dinvhuyl & noeniit sidnesidnocmi O sumoz
npaswn Haneicnol Bupobnuuol Hparxmuxy (GMPF), ecmanosaenux micyesum PeCYNAMOPNUM OP2AHOM, & MAKOIC 8 NOENIN gidnoeidnocmi o

cnenupicanii, nepeddauennx y Minensiv na ¢
dochidxcysanice nikapevkix 3acobis,

Name/ B;
Signature / Mianue:

Position / Tlecama:

Date of release / Aata Bumycky cepii B MPOAAR:

Dr. Marfin Kiihn / [{-p. Mapmin Kion, '
f A -

Quality Control Manager / Ynoeuosac

18.03.2020

Hoxymenmanin cmocosno sUpOSHNYmMEn, naryeanusn i anwiiz
SCmuanosneno, mo sena sidnesidac sumozam Hoaexen of Bupotunuoi Hparmuwu (GMP).
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