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Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
"QUALITY CERTIFICATE / CEPTU®IKAT IKOCTI

Product: ENGYSTOLS, injection solution in 1.1 ml ampoules Ne5 (5x1)

Ipoaykmis: EHTTCTOJIL, posunn aast in’ excuiii mo 1,1 mux B amnystax Ne5 (5x1)

Batch Ne: 00521 Batch quantity produced in total (packs): 6993

Homep cepii: 00521 Kinekicrs npoayknil B cepil (ynaxosox): 6993

Manufacture Date 01/12/2022 Registration license number: UA/2053/01/01 validity period unlimited

JaTta supoGHHUTBA: 01/12/2022 Homep peectpauiiioro nocpimyenHs: UA/2053/01/61 TepmiH mii neobMmenermit

Expiry date: 11/2027 Country of origin: Germany

Tepmin npugataoeri:  11/2027 Kpaina noxomxenusn: Himeuunna

Testing point / orasnuru Specification / Cneyuthixanin Results / Pesynsmamu | Control methods/
2 ] Memodu xonmponio

Odour Odourless. Corresponds QCM, It.1, GHP, H 2.2.1

3anax Be3 sanaxy. Bianoninac MK, n.1, GHP, H2.2.1

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

Ipo3sopicTs [po3opuii. Bianosizac MK, n. 2, €op.®. 2.2.1

Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20

visible particles*

Mexauniuui srarowennn: MpakTuquo sinsumii pig wacrox. Bignosigac MK, n.3, €sp.®, 2,9.20

BRANMI HacTRN*

Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
|_Kossoposicrs Beabapsuutii, Binnosinac MK, n. 4, €op.®. 2.2.2

Colour of ampoules Colourless. Corresponds QCM, It. 5,visually

Kosnip amayn Beabapouuii. Bianosiaac MEKA, n.5, sisyansuo

Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,18 ml/ampoule QCM, It. 6, Ph. Eur. 2.9.17

06'cy, mo puTaAracTeen 1,10-1,26 ma/amnyay (1,1050-1,2707 c/amnyay). 1,18 ma/amnyny MK, n. 6, €op.®. 2.9.17

Osmolality 285-315 mosmol/kg. 303 mosmol/kg. QCM, It. 7, Ph. Eur. 2.2.35

OcmonmabnicTs 285-315 mocsoan/kr. 303 mocemons/kr. MK, n. 7, €op.®. 2.2.35

pH 5,0-6,5. 6,2 QCM, It. 8, Ph. Eur. 2.2.3

pH 5,0-6,5. 6.2 MK, n. 8, €op.®. 2.2.3

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,

membrane filter method
Crepunbuiers Crepbiniii. Bianosigac MKH, n.9, €ap.®. 2.6.1, metTon
memBpannol ginsTpauii

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

Bakrepiansni enaoroxeinu | Mawe. 3,4 MO/sta, < 3,4 MO/ma. MKH, n. 10, €pp. @. 2.6.14

Particulate contamination: Per ampoule: QCM, It. 11, USP <788>,

sub-visible particles Max. 6000 particles 210 pm. 7 particles/ampoule Ph, Eur, 2.9.19

Max 600 particles >25 um. 0 particles/ampoule
Mexaniuni srmoyenn; B oaniii ammyai: MK, n. 11, @, CIHIA <788>,
HCBHANMI 4ACTKN Makc.6000 sactok poamipo) 7 uacrok/amnyny €pp.D. 2.9.19
Maxc.600 uactok po3sipg 0 uacrok/ammyny

*the result is taken from IPC/ *pesyantaT oTpumyiots i3 IPC (

Bupobuuya ninsunusa: Biosorime Xainsmitrens Xawae pace 2-4, 76532 Bagen-banen, Himeyunna.
Homep ginensii Ha BHPOGHHUTBO Ta KOHTPOJIO KO 3 22_0090.

I hereby confirm that the above information is authentic and@ Gccurate. 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, Mn_g and
analysis records were reviewed and found 1o be in compliance with GMP. //‘/:_ 3iHg

Lun 7 niomsepooicyro, wo nasedena ouue ingropmayin € cnpassicnsoso i mounoro. Cepin npenapamy Oyng@ 6uzoimosnena,
uncni ynaxosana i nepegipena, ¢ Meycax npoyedypu Koumponio akocmi na 3asHadeniii eunqe cupoﬁn_t_l’u)ﬁ" Oinsnuyi 6 n
sionosionocmi 0o sumoz npasun Hanescnoi Bupobuunoi Hpaxmuxu (GMP), ecmanoenentx Micuesum p@ép@mu«qt 6
makoic 6 nosniii eionosionocmi do cnequpixaii, nepedbavenux y Jliyensil ua eupoduuuymso kpainu-inopmepa 3t ‘g\mmr

Ha npodyxiiio, nepedbavenumu AR docnidvcysannx nixapeskux 3acodie. Joxymenmayia cmocosHo sd‘pq_ﬁ?mqm,ﬁ yeann
ananizy cepii 6yna nepesipena, i fyno ecmanoeneno, ujo cona gidnosidae susozanm Hanexcrnol Bupodnuyuor @Egn{uuxu (GM?).

=N KR

Name / IIIB Verena Wieland / Bepena B’enend N ———"a"%
Signature / Ilignue: ( _ ! M e
Position / ITocapna: Quality Control Manager / Ynosnosadicera 0coba 3 Konmponio axocmi

Date of release / Jlata Bunycky cepii B npogax: 31.01.2023

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Raden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640



JEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHUKAMM Y KHiBCHKIN OBJIACTI

npoB. Caitimaroi Hazii, 3, m.Kuis, 02099, ten/akc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €/IPTIOV 37078774

BUCHOBOK
PO SIKICTH BBE3eHOro B YKpainy JIKapCLKOro 3acody

03.01.2024 Ne 66947/24/10

EHI'ICTOJI
(naiimenyBamHA NikapchbKoro 3acoby 3rizmHo 3 peectpauiiinnm TIOCBIT4EHHAM)
PO3YHMH 115t in'ekuii, mo 1,1 mu B amny.ii; wo 5 amIyJ1 y KOHTYPHiil 4apyHKoBiii ynakoBui; no
1 KoHTYpHIii YapyukoBiii ynakosui Y Kopooui 3 KapTony
(dopma Bunycky, nosysanns, Bug NaKyBaHHA MIKapchKOro 3acofy)

Homep peectpaniitroro nocsingenns UA/2053/01/01 crpox xii peectpauiiitoro noceimuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 00521 Kinbkicts BBe3eHOro Nikapcskoro sacoby 6993

Bupo6ruk Bionorime Xaitnsmitrens Xeens I'm6X, Hiveuunna

(naiiMenyBaHHs BUPOGHHKA JTIKAPCHKOTO 3aco0y, kpaiHa MoXoKeHHs)

Baeseno B Vpaiiy Tosapucrso 3 o6meskenoio Bianosizaasuicrio "KACKA/I MEJIIKAJI
PET'TOHM", inenr. xon: 35757357

(naiimenyBanns Ta kon 3a €JIPIIOY IOPHINYHOT 0coOH af
0COGH - miANpHeMus, ii MicIie MPOKUBAHHA Ta PeecTpg
nozaarkis abo cepis Ta

IIporokoa sisyanbuoro kontpomo sin 03.01.2024 N2 4248/10.

f S5/  qprg  \oE W
B.o. sactynupxa Hauansika sigainy |
HepxaBHoi cbﬁ@p‘-ﬁikaﬁcskﬂx}f i /f
3ac00iB Ta KOHTPOII0:3a Hap TUKaMK y 4
KuiBeekiit obmacti %, * & 4 %— Ipuna LIAJTAMAMU
(nocazosa ocoba Opﬁﬂy_;iép_ﬁkﬁ@ré 'Ec'éh'rpomo} /Eni.'mrlc) P iuTuig._'l_H Ta npissuLLe)
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