HEPMUIIKCIIYKBA
AEPKABHA CHIYIKEBA 3 JIIKAPCI)KI@X 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJACTI

npocnekr Banepis JloGanoseskoro, 51, m. Kuig, 03110, Ten/are: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hnps://www.dIs.g_ov.a,sa. Koa CHPIIOY 37078774

BHUCHOBOK
PO SIKICTH BBe3eHOro B Y kpainy jlikapcnkoro 3acoly

09.12.2020 Ne 66589/20/10

AHI'TO-HT'€JIh

{(HaHMEHYBANHA AKAPCLKOrO 32C0GY 3riaO 3 PECCTPAIIIHENA HOCRInUEHRN)
po3HIr anst in'exuiii o 1,1 st B ammmyai; no 5 aAMITYJL Y RONTYPHil Hapynkosiii ynakosui; no
1 kourypniii yapynkoniit ynaxosnui o Kopofini 3 kapTouy;

(thopsia srnycky, nosysaiiis, Bz UAKYBAHI TKAPCLKOTO 3ac00y)
Hosiep peecrpauitinoro nocsizuenns UA/6658/01/01 cTpok AT peccrpauiitioro nocgiatenns 01.01.2099
Cepig nikapeskoro sacoby Me 91437 KinexicTe BBE3eHOrO Nikapeskoro sacody 2965

Bupobnik Bionorime Xaitnomitrens Xeens I'm6X, Hiveuunna

{nafisenysanus supoGuika NKAPCEROTO 3ac0By, kpaina HOXOJUKEITHS)

Boeseno B Yipainy Tonapuerso 3 o6mexenoio sinnosizannuicrio "IOBIAN ®APM
TPEWI", inen. koa: 39278099

(nafsenysansn ra koa 3a CAPTIOY wopumiungt ocodn ado HpizBiILE, M8, 10 GaTLROR (isudnol
0co0H - IANpHeML, TT Alicue NpOKIBARHY T1 peecrpaniunii osep obuikonol kapTrK HiTHHKA
nosarkis abo cepin Ta Homep nacnopra)

fipoTokon sisyanenoro konTposuo iz 03.12.2020 Ne 4250/2.

Ja  pesvisTatamin  nepxkashors KOHTPOIO  BCTANOBACHO, 1O  Jdikapewkufi  3acid  sreseno o Yxpainy 1

AOTPHMAHHIAM BHMOT 30K0HOAABCTSA LOAO 3a0E3NEUCHHA AKOCT] HKapeLkHX 3acodin.
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-Heel
Biologische Heilmitte] Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product; ANGIO-INJEELES, solution for injection 1,1 ml in ampoules NeS (5x1)

Ipoayxkuis: AHT'TO-IH'€JIb, posuna pas iw’exniii mo 1,1 ma s ammynax Ne5 (5x1)

Batch Ne: 91437 Batch quantity produced in total (packs): 2965

Homep cepii: 91437 Kinbkicts npoaykuil B cepii (ymakosox): 2965

Manufacture Date 16.04,2020 Registration license number: UA/6658/01/01 validity period unlimited
Hara supobuuuraa: 16.04.2020 Homep pecerpauiiinoro nocniguenns: UA/6658/01/01 Tepmin aii Heobmescenuii
Expiry date: 03.2025 Country of origin; Germany

Tepmin npuaaTHoeTi: 03,2025 Kpaina noxonxenns: Himeyunna

Testing point / Horaznuxu

AKOCTmi

Specification / Cneuudhixauis

Results / Pesynomamu

Control methods/
Memodu KOHMPOJIO

O6'em, 10 BHTHIACTRCY

1,10-1,26 mu/amayny (1,1050-1,2707 r/amuyay).

1,19 ma/amnyay

Odour Odourless. Corresponds QCM, It.1, GHP,H2.2.1
| 3anax be3 anaxy. Bimnosinae MK3, n,1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2a, Ph. Eur. 2.2 ]
Ilposopicrs Ipo3opwit. Bianosinae MKH, n.2a, Cap. P, 2.2.1
Particulate contamination: Practically free from particles, Corresponds QCM, 11.26, Ph, Eur.2.9.20
visible particles*
Mexaniuni Baovenns: IIpakTHYHO BiTLHAN BiT YacTOK, Binnosinac MKH, n.2b, €sp.®. 2.9.20
BHAHMI uacTkn*
Colour Colourless. Corresponds QCM, It. 3, Ph. Eur. 2,22
Konnoposicrs BesGapuunit. Bianosinac MKH, n. 3, €ap.®. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Konip amnyn beibapsuuii. Bianosinae MKH, n.d, sizyaunio
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,19 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17

MKHA, n. §, €pp.®. 2.9.17

sub-visible particles

Mexanivuni BKaOUeHnR:
HEBHIHMI 4acTKH

Max. 6000 particies size = 10 pm.

Max. 600 particles size > 25 pum,

B oaniit amnyai:

Maxe. 6000 uacTok posmipom > 10 mkm,
Makec, 600 uzaeTor poamipom = 25 mics,

9 particles/ampoule
0 particles/ampoule

9 uacrox/amnyny
0 wacTox/amnyny

Osmolality 285-315 mosmol/kg, 298 mosmol/kg. QCM, IL. 6, Ph, Eur. 2,2.35
OcMonsnbHicTs 285-315 mocMmonn/kT, 298 MOCMOIB/KT. MK, n. 6, €sp.®. 2.2.35
pH 5,0-6,5. 59 QCM, It. 7, Ph. Eur. 2.2.3
| pH 5,0-6,5. 5,9 MK, n. 7, €ap.®. 2.2.3
Particulate contamination: Per ampoule: QCM, It. §, USP 788 ,

Ph. Eur. 2.9.19

MKH, n. 8, &, CIIA 788,
Cep. . 2.9.19

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2,6.1,
membrarne filter method

Crepunbnicrs Crepunshnii, Bignosiaae MK, n.9, €8p.®. 2.6.1, meTon
memOpauHOY diasTpanii

Bacterial endotexing Max. 3.4 1,U./ml, <3,4 LU./mi. QCM, It. 10, Ph. Eur. 2.6.14

Baxrepinisni eHaoTokcuny Mawe. 3,4 MO/ma < 3,4 MO/ma. MKA, n.10, €sp. . 2.6.14 ]

* result secured in the production process / * pesyastar FApAHTOBAHO B Ipoteci RUpoGHHIITEA
All analytical procedures related to any official regulation or pharmacopocia are carried out according to the current edition, /
¥ei ananitvuni meroanku, wo nos’wsayi 3 Gynr-akum odinilinam peryaBannsm abo papmaxoneeo, BHKGHYIOTECA BIANOBIAHO 10 AiF040r0 BHAAHHY,

Site of manufacture: Bioclogische Heilmittel Heel GmbH, Dr.Reckeweg-Str, 2-4, 76532 Baden-Baden, Germany.
Manufacturing and quality control license number: DE_BW_OLMIA_ZOZO_OOO‘).
Bupo6uuua ginsuuns: Bionoriwe Xaiinsmirrent. Xeenn 'm6X, X-p Pekeser-urrpace 2-4, 76532 Bapen-Bagen, Himeyunna,

Homep niuensii na BHDOOHHUTBO T4 KOHTDOTI0 AKOCT: DE_BWH_UI_MIA_ZOZO_OOOQ.

! 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 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
Jound to be in compliance with GMP

Hum a nidmeepdxcyso, 1o nasedena euuie inpopmaKin € crpasycuvoiw | mounow. Cepin npenapamy dyna euzomoenena, g momMy wucni
ynaxesana i nepesipena, @ mexcax RpOREOYPU KoRmMPOnio RKOCH A 3a3HAYENIG GliHe SUPOBHUNIT OLTbHUNE 6 nOENIlT eidnosionocmi 00 euros
npasun Harexcrnot Bupobruyor Hpaxnuwxu (GMP), écmanosnenux MICUCSUM Pe2YARMOPRUM Opzarom, a makowe & noexid eidnosidnocmi do
crequpiranii, nepedbavenux ¥ Jdigensiy ua supobnumeo Kpainu-imnopmepa 3i crequgirayismu Ha npodykuio, nepedbayenumu dan
docnidncyeanix nixapcouux sacobie, Hoxymenmanin cmocosio supobuuymea, naryeannn i ananizy cepii fyaa nepesipena, i 6yno
8CMAaNno8ieno, mo eona sidnosidac sumozam Harexcnor Bupobnuvoi Hparxmuxu (GMP).

Name / I11B; Verena Wieland / Bepeua B’caend

L cacte A

Quality Control Manager / Ynoanosa
17.07.2020

Signature / IMiannc:

Lo« AOKVMENTIB = 5
CEHG-GC0Ba 3 Konmp

Position / [ocana:
Date of release / Taxa BUITYCKY cepil B npoaax:

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str, 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/50,
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