QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

e

-Heel

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany

Product: ZEEL®T, solution for injection 2,0 ml in ampoules Nelf (5x2)

Iponyknis: HEJIb T, poswnn aas in’exuiit no 2,0 ma B ammynax Nel0 (5x2)

Batch Nb: 38736 Batch quantity produced in total (packs): 10523

Homep cepii: 88736 KimnxcieTs mpoaysxuii B cepii (ynaxosex): 10523

Manufacture Date 25.07.2019 Registration license number: UA/0020/01/01 validity period unlimited
Harta Bupobuunrea: 25.07.2019 Homep peecrpaniiinoro nocsinuenus: UA/0020/01/01 repmin aif Heobmemenni
Expiry date: 06,2024 Country of origin: Germany

Tepmin npunaTHOCTI: 06.2024 Kpaina noxomxenss: Himeuunna

Testing point / Hoxpanuxu axoemi

Specification / Cieyudirayin

Results / Pesynvmiamn

Contrel methods/
Memodu xoumpomo

Odour Cdourless. Cormresponds QCM, It.1, GHP, H22.]
Janax Bes 3AMAXy. Biununl,r(ac MKH, IL]., GI‘IP, H221
Clarity (inc. Particulate contamination: visible | Clear. Corresponds QCM, It. 2, Ph. Fur. 2.2.1,
particles™) Practically free from particles Corresponds Ph. Eur.2.9.20
Mposopicts (y T.9. Mexauiuni srmosenna: | Yposopit, Binnoa@ae MK, 0.2, €pp.D. 2.2.1,
E - g - Bignosinae €np.M. 2,920
BHANMI TACTKH ) Ipaxraume BinLuai Big vacToK,
Colour Colourless. Corresponds QCM, it.3, Ph. Bur222
Kossoposicts Beafiapeuui. Biznorinae MIH, n.3, €8p.@. 2.2.2
Colour of ampoules Colourless, Corresponds QCM, It. 4,visually
Konip amnyn BeaGapeuui, Bianosinae MEKJI, nd, sizyansno

Extractable volume

O6'em, W0 BUTATACTLLA

2,00-2,30 ml/ampoule {2,2090-2,3104
g/ampoule),
2,00-2,30 ma/amnyay (2,2090-2,3104
r/ammyay).

2,07 mi/fampoule

2,07 ma/ammyiy

QCM, It. 5, Po. Eur. 2.9.17

MK, n. 5, Cep.®.2.9.17

Osmolality 285-315 mosmol/ke. 296 mosmol/kg. QCM, It. 6, Ph. Bur. 2.2.35
OcMonanbHicTs 285-315 mocMoIs/Kr. 296 mocMoas/Kr, MKH, n. 6, €3p. 9. 2,2.35
pH 4.7-6,5 5.5 QCM, 1t. 7, Ph, Eur, 223
pH 4,7-6,5 55 MICH, 0. 7, €8p.®. 2.2.3
Particulate contamination: sub-visible Maximally are allowed in cne ampoule QCM, It. 8, USP <788>,
particles -not more than 6000 particles/ampoule 37 particles/ampoule Fh. Eur.2.9.19

-particles>10 pum

-particles=25 um

Mexaniuni Beniouenna: neBnguMi YacTRK
~UACTKH po3sipos =10 micp

-not more than 600 particles/ampoute

Maxenmanso B ogniit amnyni gonycracThea:

-He Ginse 6000 vacrox/amnyny

1 particles/ampoule

MEA, n. 8, O, CINA <788>,

37 yacror/amnyny €rp. D, 2.9.19
-4ACTRY poamipom 225 Mrm -ne Gineie 600 gacror/ammyay 1 gacTo/amnyay
Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6,1, membrane
filter method
Crepunsuicts Crepunbunii Binnosinae MKH, 0.2, €sp.®. 2.6.1, meTon
vembBpaninol hineTpaniv
Bacterial endotoxins Not more than 3,4 LU./ml. <3,41U./ml, QCM, It. 10, Ph, Eur. 2.6.14
BaxTepiaibai eHACTOKCAAR He Ginnme 3,4 MO/ma <34 MO/ma. MK, n. 10, €pp. . 2.6.14

*the result is taken Irom [PC/Fpe3yasTaT OTpUMyIoTs 13 IPC (KORTPOND y nponeci BupoGHanTEA)

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_2019_0055.
Bupobnnya aineunus: Bionorime Xaitasmirrens Xeens I'm6X, I-p Pexener-mrpace 2-4, 76532 Bagen-Bagex, Himeuymna,

Hoatep minensii ua BHPOOHMNTEO TA KOHTDOTIO TKOCTI: DE BW_01_MIA_2019_0055.

1 hereby confirm that the above information is authentic and gecurate. This baich of product has been mamyfactured, including packaging/labeling and
gquality conirol af the above mentioned recognized building in full compliance with GMF reguirements 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 nidmeepdncyio, wio nasedena euuie ingopmanis ¢ cnpassicibero i mounoo. Cepia npenapamy fyna suzomoenena, € mosy uncii ynarosans 1
NEPEGIDENN, B MENCOX HPOHEOYDH KONHPONID AKOCH Ha 3asHayenti eHUie euPODRIYIN dinvimyi 8 noenidl sidnosidnocmi de sumoz npacun Hanevenol
Bupobnuuoi Hpaxmuxu (GMP), scmanoeaenux mggﬂgga JEPARMOPHUM Op2anoM, 4 maxedc & Hoeniii vidnesidnocmi o cnewnepixayii,
nepedbavennx y Jinensii na eupotuuymso @mﬂﬁnﬁﬁbp:@g‘ i crenniragianu ra npodyiin, nepedbauenumu Ona Qocniddcyennux aikapeskux

sacebis. Joxymenmayin cmocogno eupobnuinfsinmgpvay i3p cepif Byna nepesipenna, i Gyne scmanosneno, we BoHA gidNosIdAE BuMb2aM
Haneascnol Bupobnuqof Hpaxmuru (GMP), ~ " eidmsion

Name / IIIB
Signature / lignuc:

in Kilthn ~ T-p Mapmin Kron.

Position / Xocapa: e uality Control Mannger / ¥nosnosasicena 6coba 3 Konmponio axocini
Date of release / ata Bunycxy cepii B mpoaane: 11.09.2019

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-3tr. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (1)7221/501-640
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HAEPHUTIKCITY KBA VKPATHU
AEPKABHA CJIVKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KMIBCHKIIT OBJIACTI

npocnexT Banepis JloGanorckioro, 51, u. Kuis, 03110, Ten/haxe: (044) 2753030
c-mail: dls.ko@dls.gov.ua, Koa CHOPIIOY 37078774

BUCHOBOK
Npo SKICTHL BBE3eHOr0 B Yxpainy sikapebkoro 3acofy

02.01.2020 Ne 85002/20/10

IEJIH T

{ualiMenysanus gikapcekoro 3acoly sriano 3 pecorpanifim nocs inuerEaM )
PO3UHH Ui in'eknid o 2,0 ma s ammy.is o 5 ammyn y KOHTYpHIH wapyHKosnii ynaxorni; no
2 KOuTYpHi HapynKosi YIAKOBKH y Kopofiui 3 kaprony

{®opme BumyCKy, A03YBAHEA, BUJ NAKYREHHS IHKAPCHKOD 3acoby)
Howmep peectpaittroro noesimerss 1JA/0020/01/ 01 cTpok il peectpauiitioro noceimenna (1.01,2099

Cepis mikapcsxoro sacoby Ne 88736 imbxieTs pmesenoro sixaperxoro sacoby 6145

Bupo6rux Bionorime Xaitnsmitrens Xeems 'm0X, Hivewunna

(nabiveaysasma supobanxa HKAPCHEOTO 32c00y, KpafHa MOXOAKEHHs )

Bueseno B Vkpainy Torapucree 3 obMexenoo sianesinansnicrio "IOBIA DAPM

TPEM", inenr, won: 39278099

(#aiivenyBanns Ta koy sa ERPTIOY HOpHrHeT 0coBH 860 apitsuue,
0COBH - niAnpREMTs, 1T Micue 1

iM's, o Gathkosi Qiawamol
TPOXHBANNA Ta peecTpauilinail Homep ofaikosot KapTRH MIATHHRA
nojarkis ato Cepin Ta HoMep nacHopTa)

Hporoxon pisyansnore korrpomo six 23.12.2019 3 4869/27.

3a PESYABTATAMME  NCPXABHOIG KOHTPOIXO  BCTAHOBABHO, 1o nixapekkuil  3aci  sReseno Yxpaigy 3

Bﬁﬁbggaxﬁﬂonancma 1040 3abe3neucHus skocTi AIKAPCHKEX 32c0Bin.
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TEPKIIKCITYKBA YKPATHI ,
ﬂEEM$BﬂﬁiﬂﬁnKEA3JHKAPCEKEXSACQEBFLAKOEHTOHH)&&
HAPKOTHAKAMU Y KAIBCHKIM OBJIACTI |

npocnext Banepia JlobaHoBCLKOrS, 51, m, Kuig, 03110, Ten/are: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €HPIIoY 37078774

BACHOBOK
Tpo AKicTh BBEIEHOI0 B Vipainy girapebroroe 3acody

12052020 : Na 22968/20/10

LEJL T

(taiinenyBanRs TMKkapeLKOro 3acafy SriiN0 3 peecTpanii s NOCRITUCHHIM)
pozams ang jn'exuii no 2,0 Ma B aMmyni; 0o S amayan’y rouTypuiii wapyaxosiit YIAKOBK; 10
2 koETYpHi YapYHKOB] yHAKOBKA'Y ropoOIi 3 XAPTAHY

{(popMa BAYTKY, RO3YBAHHI, DIl DAKYDAUHH Jikapeskoro sacofy)

Homep peecTpanifHoro moceiMesns TUA/0020/01/01 erpor i peecrpanitizoro nocsizuents 01.01 2099

Cepis nixapcskoro sacofy Ne §9522 Kinuiicts sae3erioro ixaposkoro sacofy 6211
BupoGiux Bionorime Xattnemirrens Xeens TmOX, Hivequuna

{naiMeHyBaNnS pOOH)Kk HiKApCHKOrD zacoby, Kpaita NOXOMKGHHS)

‘Baezeno B Vipainy Topaprerso 3 00MeREHOI0 pignoBinaNLHicTIO "JOBIAT ®APM
TPEAX", inenr. xox: 39278099

(ualiMeHyDaHHs Ta KO 38 EIPTIOY joprapuual ocobu a60 npizaHie, IM'E; N0 Garbiosi GiavaHol
oco6H - ninnpHremils, T micUe npoIBRiTET T2 peectpruiiingi Homep o6NIKOBOT KApTXKH IHATHHRA
ronaTKiD 260 cepin 44 HOMED NACTIOPTR)

MpoToKoN BI3YATLROT KEHTPOJIO BiR 29.04.2020 N 1414/22.

3a pesylLbTATaMH  JEPKABHOrQ  KORTPOMO BCTAHOBNCHO, WG  FHKAPCHICHH 2aci6 Bmezeno & Vipalmy 3
HOTPHMANHSM ByMOr 33ROHO/IABCTEA [IOJ0 3aGe3nedeH s KOCT] Nikapenikux 3aco6is.
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~Hee}
Biologische Hellmittei Heel Gmbll

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Produet: ZEEL®T, solution for injection 2,0 ml in ampoules Ne10 (5%2)
Hpoxyxnia: IEJD T, posunn ama in’exnii mo 2,0 ma e amuyrax Nel0 (5x2)
Batch No: 39522 Batch guantity produced in total (packs): 6211
Homep cepil: 89522 Kinsxicrs mpomyxuil B cepil (ynaxosox): 6211
Manufacture Dafe 07/10/2019 Registration license number: UA/0020/01/07 validity period unlimited
Jara supoGHUTRA: 07/10/2019 Homep peccTpauifinoro nocsigyenns; UA/0020/01/01 Teprin il peoGmesxermii
Expiry date; 09/2024 Country of origin: Germany
Tepmin npuaaTROCT: 09/2024 Kpalma moxommenns: Himewamua
Testing point / Horustinse axocmi Specification / Creundbinanin Resnlts / Peaynamamu Control metfiods/
nt Memeodx xonmponio
Odour Odourless, Cotresponds. QCM, It.1, GHP, H 22,1
3amax Bea anonzy. Bingmosixae, MKH, o1, GHP, H2.2.1
Clarity (inc. Particulate Clear. Corresponds. QCM, 1t, 2, Ph. Eur, 2.2.1,
contamination; visible particles’) Practically free from particles Corresponds. Ph, Eur.2.5.20
posopicTs (¥ T4, Mexnniuni Tposopuii, Bianosinac, MK, n.2, Enp,P. 2,21,
BEANYEHAR: RIANMI YacTRE ) Hpaxtuuno pinsuuii sin yacrox, Bignosinae. Enp.®, 2.9.20
Colour Calousless, Corresponds, QCM, 1t.3, Ph. Eur.2.2.2
KonsoponicTs Besfapsumil, i Bigxoninae. MK, 1.3, Ep.®. 2.2.2
Colour of ampoules Colourless. Corresponds, QCM, 1t. 4,visually
Koaip ammyn Beabapremusii, Binnoninae, MIH, n.d, playansno
Extractable volume 2,00-2,30 ml/ampoule (2,2090-2,3104 g/ampoule). 2,08 ml/ampoule QCM, 1t. 5, Ph. Eur, 2.9,17
O6'em, mo BUTAracTLCA 2,00-2,30 ma‘antrysy (2,2090-2,3104 r/fammyamy). 2,08 ma/ammysy WA, m, 5, €8p. D, 2.9.17
Osmolality 285-315 mosmol/kg. 301 mosmol/kg, QCM, It, 6, Ph, Fur, 22,35
OcmennnunicTs 285-315 moeyponnfier, 301 mochons/Kr. M, . 6, €ep.P, 2.2,33
pH 4,7-6,5 5,6 QCM, 1. 7, Ph. Bur. 2,23
pH 4,7-6,5 5,6 MK, n. 7, €sp.h, 2.2.3
Particulate contamination; sub- Maximally are allowed in one ampoule QCM, It. 8, USP <788>,
visible particles Ph. Eur, 2.9.1%
-particles>10 pm -not more than 6000 particles/ampoule 51 perticles/ampoule
~-particles>25 pm ~not more than 600 particles/ampoule 1 particles/fampoule
Mexaniuni Brmoyenns: Marenmansno B opuiil amMnyni AonycKAETBCH! MICST, n, 8, ®. CINIA <788>,
HeBRAEM] JACTIH €np.D, 2.9.19
~yqaeTra poamipom 210 pxn ~ue dinsme 6000 wacTor/amuyay 51 macror/amnyny
~YACTKN po3mipom 225 mrm ~gie fineue 600 gacrox/aMuoyay 1 wacTox/amoyny
Sterility Sterile, Corresponds, QCM, 1t.9, Ph.Eur, 2.6.1,
membrane filter method
Crepuaeniers Crepunsnuit Bignozeigac, M, n.9, €sp.®. 2.6.1, nevoR
smexbpannol dimeTpanii
Bacterial endotoxing Not.more than 3,4 L.U./ml. < 3,4 1.U./ml.. QCM, 1t. 10, Ph. Eur. 2.6.14
Bawrepiannni enporokennn He 6insuze 3,4 MO/ma < 3,4 MO/mn, M, n. 10, €np. ®. 2.6.14

*#the result is taken Irom IPC/*peayanTaT orpiisytors 13 IPC (ROHTPOAL Y NpoLeet BMPODHMLTEA)

Site of manufacture: Biologische Heflmittel Heel GmbH, Dr.Reckeweg-5tr, 2-4, 76532 Baden-Baden, Germany.

Manyfacturing and quality control license number: DE BW_01_MIA_2019_0055.
Bupobnnua pinsumse: Bivaorivwe Xaiinssirrens Xeens UmoX, J-p Pexcner-mrrpace 2-4, 76532 Bapen-Bagen, Hinewanmna,

Homep ninerail a2 supobannTno T3 xorrpomo sroeti DE_BW_01_MIA_2019_0055,
I hereby confirm that the above information is authentlc and acenrate. This batch of product has been manyfactured, inchuding packaging/labeling and
quality control at the above mentioned recognized building in full complionce with GMP requirements of the local reguiatory authority and with
specification in the marketing authorization of the importing country. The batch processing, packoging and analysis records were reviewed and found
to be in compliance with GMP.

Ifust A nidmueepdoyio, wo nasedena suwje ingopmayln ¢ cnpagacnsoro i mounoi. Cepin: pipennpamy fyna sizomosnena, 8 moMy yucni
ynaxosana § nepecipena, g mesicax nponedypr KoHMPoNIo AKoCINE HA 3aanayeniil enwe enpobnuyii dizvyuni 6 noenist sidnosionoemi do eumoz
npaenn Hapeacnot Bupobnunoet Hpaxmuxy (GMP), ecmanoenenux sicHesus PezyiuiinopHiM opeanoM, @ maroedis ¢ nogniil sidnesidnocmi do
cnenipixayifl, nepedbauennx y Minensil na supobruymso Kpainu-imnopmepn 31 cneyugbiztyianii-iia’ npodyryio, nepedbavennmu A
docnidaucysane Aixapeskux 3acobis, Joxymenmania cmocosto eupobuuymen, naxyeanna i nianizy cepii 6yna nepeipyy; r- XIAHOGNERD,
1o cona eidneaitas sunozam Hanexcnot Bupobnnuot Mparmuru (GMP), et s e

7 27k
P
Dr. Martin Kithn - lT-Dﬁ:hgmfu Kow, g

Npme / 115
Signature / ITHdnue: Mﬁ % Tfrqu,i i B e
Positlon / Hocada: Quality Control Mrgpagéf p Ynoer%@)c e ink

13.12.201%

SCE aTHi W '\!.

o ¥ Oy ot
Biglegische Heilmittel Heel GmbH, Dr-Recleweg-Str, 2-4, 76532 Baden-Baden, Teli; +42 (0)7221/501-00, Faxs *49“({!2122 J50E6d0

Date of release / Jama eunycKy cepii ¢ npedaaic:
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JEPYUIKCIIYXBA
AEPJKABHA CJIVIKBA 3 JIKAPCHLKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocnekt Banepin JloGanoscskoro, 51, m. Kuis, 03110, Ten/ake: (044) 2753030
E-mail: dis.ko@dls.gov.ua,https://www dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
Npo AKICTH BBE3¢HOro B YKpainy JiKapcsKoro 3acoly

. 28.10.2020 Ne 56564/20/10

HEJL T
(nalterysani nikapchkoro 3acoly 3riaHo 3 peccrpauifingm NOCBITICHESM)
PO3UHMH 34 iH' ek no 2,0 Mt B amayai; o 5 amnya y KOHTYpHil uapyuKosili ynakosui; mo
2 KOHTYpHI 1aPYHKOBI yNAaKOBKH Y Kopo6ui 3 KapToHy;
{hopma BHNYyCKY, AOTYBANNA, BII NAKYBAHNS nikapeskoro zacoby)

Hewmep peectpauifinoro nocsimuenns UA/0020/01/01 crpok xii peecrpaufiinoro nocsizvenis 01.01.2099
Cepis nikapcskoro 3acoSy Ne 91497 Kinbkicts ssesenoro nikapeskoro sacoby 6175

Bupotuuk Biosorime Xatnsmitrens Xeens I'M6X, HiMeuunna
(sativenyBants BUPOSHHKA NIKAPCHKOIO 3acoBy, KpaTHR NOXOKCHHS)

Beeseno B Yipainy ToBapuereo 3 obMexenoro sinnosinansuicrio "IOBIAN ®APM
TPEU", inenr. xon: 39278099

{(Hakimenysairs Ta koa 33 €JIPTIOY opuanunof ocoby ado npissmute, iM's, 1o Garekoni diznunol
ocofu - nlanpuemus, T Micue ApoxuagHEg Ta peectpauifuuli Homep oBNiKoBOT KapTKH NAATHUKA
noaatkis aGo cepis Ta HOMep nacnopTa)

Tporoxon sizyansrore xenrposmio sin 23.10.2020 Ne 3612/22.

3a  pesynhTataMu AEPKABHOIO KOHTDOJIO BCTAHORMEHO, IO nikapcokmii  3aci® BBeseHo B Vipainy 3
AOTPHMAHHAM BHMOT 3aKOHOLABCTBA W0AO 3a6e3MICHEHHS SKOCT nikapeskix 3acobis,

3acTynHUK HavaNbHUKA BiAALTY
Hepxasrol ciys6u 3 nikapesiux 3acobis

WO oA SE N 3yGapesa H. B,
Ta KOHTPO. KoTHKamu y Kuiscskil |/~ 6,////

i A o
obmagriy » o

% T :
Mn:wm KOHTPOKY) Y ) {iniuiamy Ta npissuie)
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-Heel

Biclogische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SSIKOCTI

Product: ZEEL® T, solution for injection 2,0 ml in ampoules Ne10 (5x2)

IIpoayknin: ITEJIb T, po3wmnn aas in’ekniii no 2,0 ma B amnynax Nel0 (5x2)

Batch Ne: 91497 Batch quantity produced in total (packs): 6175

Homep cepii: 91497 KinpkicTe npoayxuii B cepii (ynaxosok): 6175

Manufacture Date 23.04.2020 Registration license number: UA/0020/01/01 validity period unlimited
Jara sRpo6unnrsa: 23.04.2020 Homep peecTpaniiiHoro noceizuenns: UA/0020/01/01 Tepmin xil neoOMemeHHH
Expiry date: 03.2025 Country of origin: Germany

Tepmin npraaTaocti: 03.2025 Kpaina noxomxenns: Himeuanna

Testing point/ Hoxaznuxy grocmi

on / Cn EKaui,

Results / Control methods/
Pezpapmarm Memodu xonmponio

Odour Odourless. Corresponds QCM, It.1,GHP,H22.1
Jamax Be3 sanaxy. Bianorinae MKHA, o.1, GHP, H 2.2.1
Clarity Clear. Cormresponds QCM, It. 23, Ph. Eur. 2.2.1
Mpo3opicte Tpoepuit. Bianosinae MKHA, 0,23, €sp.@. 2.2.1
Particulate contamination: visible particles’ Practically free from particles Corresponds QCM, 1t. 2b, Ph. Eur.2.9.20
Mexauiani Biiovenns: suaami uactkn’ | IpaxkTavuo pinsHuH Big YacToK. Bianoeizac MEK#L,u. 26, €sp. @. 2.9.20
Colour Colourless. Corresponds QCM, It.3, Ph. Eur.2.2.2
KosioposicTe Beibapeni, Biznosigac MK, 0.3, €ep.d. 2.2.2
Colour of ampoules Colourless, Corresponds QCM, It. 4,visually

Konip ammyn Besbapeuuii. Bianosixae MKH, u.4, sizyaneuo

Extractable volume
06'em, mo BATATACTHCH

2,00-2,30 ml/ampoule (2,0090-2,3104 g/ampoule).
2,00-2,30 ma/amnyty (2,0090-2,3104 r/ammyny).

2,08 ml/ampoule QCM, It. 5, Ph, Eur, 2.9.17
2,08 ma/ammyay MKH, m, 5, €pp. 4. 2.9.17

Mexaniyni BRIIOUCHHA: HeBHIRMI

Osmolality 285-315 mosmol/kg. 300 mosmol/kg, QCM, It. 6, Ph. Eur. 2.2.35
OcMonankiicTs 285-31% mocvone/kr. 300 moemomner, | MKH, 0. 6, €8p.®. 2.2.35
pH 4,7-6,5 54 QCM, It. 7, Ph. Eur. 2.2.3
pH 4,7-6,5 54 MKH, o. 7, €ep., 2.2.3
Particulate contamination: sub-visible Per ampoule: QCM, It. §, USP <788>,
particles Max. 6000 particles size > 10 pm. 31 particles/ampoule | Ph.Eur. 2.9.19

Max. 600 particles size > 25 pm.
B oani# amnyni :

Maxe. 600 sacTok posmipom = 10 mem.

2 particles/ampoule .
MKH, o, 8, @, CILA <788>,

€pp.@,2.9.19

bakTepianbHi eHAOTOKCHEK

HaCTKH . 31 uscTor/aMnyay
Make. 600 yacTok poimipom > 25 MxM. 2 wacrox/ammyny

Sterility Sterile. Corresponds QCM, 1t.9, Ph Eur. 2.6.1,
membrane filter method

Crepainiicrs CrepaapHsil Bianosiaae MK, n.9, €sp.®. 2,6.1,
MeToa Membpannoy
iapTpanit

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

Makc. 3,4 MO/ma

< 3.4 MO/mu, MKH4, n. 10, €ep. ©. 2.6.14

“the result is takea from IPC/*pesyanTaT oTpumytoTs i3 IPC (kOHTpOAL ¥ npoueci BHPOGRHLTAR)

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and qualitv control license nymber: DE_BW_01 MIA 2020_0009
Bupobuuua pinenuus: Bionoriwe Xainemirreas Xeeas I'm6X, [-p Pexeper-uirpace 2-4, 76532 bagen-bBagen, Himeyunna,

Howep niuensii na Bupobuuireo Ta Konrpome sikocti: DE_BW_01_MIA_2020 0009

I hereby confirm that the above information is authentic and accurate. This baich of product has been mamifactured, 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 quthorization of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.
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JEPKIITKCAYXBA
AEPKABHA CIIYKEA 3 MIKAPCHEKNX 3ACOBIE TA KOHTPOIIO 2A.
HAPKOTRKAMMA ¥V KHIBCBKINA OBJACTI

npocnext Banepi floGanoscsioro, 51, u. Kaiz, 03116, ten/daxe: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,hitps:/fwww.dls.cov.ua, Kog ENPTIOY 37078774

BUHCHOBOK .
npe axicTh BeezeHoro B Yipaidy aikapenikoro zacoby

097.06.2021 ‘ Ne 29362/21/10

IEJB T

(nafimenyearms mikaposkore sacoGy arimuo o peesTpamifingM noceimremmm}
postEa Aust im'ermift o 2,0 ma & amuy; e 5 amuya y KeBTYpuiik gapyaroeiil ymaxopuni; uo
2 KOHTYPHI SapYAKOBI YHAROBKE ¥ Kopodui 2 KApTOHY

{(hopma sumycky, no3yEamEs, RIS NAKYRALHA nixapcorore zacoby)
Homep peectpautiiforo noceinuerma 1JA/0020/01/01 crpok 4if peectpaniiinore noceizuesns 01.01.2099
Cepia niapebkoro sacoby Me 93906 ! Kinsxicts preseroro Rikapeskoro sacofy 5554

BupoGuux bionorime Xalimvitrens Xeens I'M6X, Hivewmmma
(nativenypanns BupobRuKa alkapcekoro dacoby, kpaida HOXOIREAR)

Beeacro B Yipainy Torapuerse z ofmeenomn pignosizambaicTio "HACKAL MENIKAJ
PETOHA", incor. kon: 35757357 _
(Baliverypauns 7a ko 3a CHPTIOY 1oprmmemef ocofin abo npissinme, iv's, no Garekoni Gizyauoi
ecoln - nimprevms, 1T micue npomeeares T2 peectpattifituii nomep ofirixoroi kapTkn oHaTHKA
roaatkip aGo copis Ta HoMep macniopTa) .

HipoToron sizyannnore Kowrponie sin 31.05.2021 M 1782/23.

332 pesymnTATEMHA  JCPHRBHOIO KOHIPO/IO BCTAHOBNCHO, Wi MiKapchkiii 3aci6 ppesese B Vipaiay 3
AOTPHMARHAM BHMOT 3aK0EORARCTB2 HONO 330esHevenns akqeTi nikapenkix 3acobis. '
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-Heel
Biologischo Heilmittel Heel GmbH
Baden-Baden, Gemmany

OUALITY CERTIFICATE / CEPTH®DIKAT SKOCTI

Product: ZEEL® T, solution for injection 2,0 ml in ampoules Ne10 (5%2)
Opoavinia: NEb T, pozuns aas in’exuiii mo 2,8 ma 2 amayaax Nel@ (532)
Batch Nb; 939206 Eaich qnaniity produced in total (packs): § 5534
Homep cepii: 23806 Kinnricre Dpoayrnii & cepil (Yoakopox): 5554
Manuafacture Date 18.02.2021 Registration license number: UA/920/01/0 validity period unlimited
Hata enpobanmrea: 18.02.2621 Homep pecerpanifmero noceiqvenna: UA/920/01/61 Tepmiu il ucobmemennls
Expiry date: 01.2626 Couniry of erigin: Germany 4
Tepmin npAZaTHOCTI; 01.2026 Epaina noxegmeHng; Himeamama
Festing point / Toxmnuun siocmi ecification / Cocrndiinai Resuits / | Contraf methads!
Pespnbeaome Memnida sounmoe
Odour Odourless. Comesponds QCM, It.1,GHP,H22.1
Bamax Bt 3apaxy. Eignosigae dKA, 01, GHP, H 2.2.1
Clarity Clear. Carresponds QCM, It. 23, Ph. Bur. 22.1
Hipeaopicre Hpoaapnit, Binnonipac
Particulate contamination: visible pariicles” Practically free from particles Cormresponds
Mexantuni pragaennn: snansi wacrsn” | Tpasmirann pimsnli six aserar. Binnesigne
Colour Colaurless. Corresponds
Kensgposivrs Brafapaonit. Binosigac
Colowr of ampoules Colourless. Corresponds
Hosip anmyn BeyGapranit. Bignoninac
Extmeteblo volume 2,00-2 30 mifampovle {2,0690-2,3104 g/ampoule). 2,02 ml/amponie
06'em, WO BNTATACTBCH 2,80-2.30 rpnfanmiyny (2,0090-2,3204 riavinyay). 2,89 mMafamnyny
QOsmolality 283-315 mosmoltkg, 2598 mesmol/kg.
DemoTEABHICTS 285-315 psocMoIb/RT. 298 mocvom/er, | MKS, m. 5, EBP-‘D 2235
pH 4,765 532 QCM, It. 7, Ph. Enr. 223
pH 4,7-65 58 M, n. 7, Cap.d, 223
Particulate contamination: sub~visible Per ampouis: QOM, It B, USP <73%>,
particles M, gggﬂ parti;:les size ?:,2 ;0 pm. 32 particles/ampoule | Ph.Eur.29.19 -
Mazx. 600 particles size 225 pra. 1 particles/amponic
Mexanitmi srnioacHna: neenaARM ELaiutcaninni = i3, 0. B, @, CHIA <788>,
S Mawe, 6000 uaeTox poswipos 2 10 micn 32 aacros/ammyy €ep®.29.12 .
Mage. 60§ uacTor possipom = 25 mra. 19acToR/aMNYaY -
Sterility Sterile. Comresponds QCM, L9, Ph.Eur, 2.6, 1,
membrane filior method
Crepuabticis Crephanmsiy Bianoginae MEGE, 0.9, Eep.ah 26.1,
‘Mol Mmﬁpaunm‘
o GinmTpanE -
Bacterial endotoxing Max. 3,4 LUMml <3ALUMmL. . [ QCM, It 10,Ph. Bur, 26,14
Bagrepiaauni cugotoRemin ¥iaxe. 34 MO <34 MOinm-. ; MKH, n: 10y Cep. D.26.14

*the resnlt is tiken from EPC/*peaymtaT OThIMynTs 2 IPC (Rurrporm y npomec) aupofistinTan)

Site of manufacture; Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, German}r. “

Mamufacturing and quality control ficense anmber: DE BW_01_MIia 2020 0050. T
Bupobanta ginsmmn: Bioaerime Xafiasnitrens Xeenn Tm6X, J-p Pexeser-mrpace 2-4, 76532 Baﬂeu—Bauen, Hipteusnga, 3
Hemep ginersif g2 supebunures Ta xotiTpeam sxacti: DE,_BW_01_ MIiA_2020 0050, Jr
I hereby confirm that the obave information is authentic and accurate. This batoh af product has been mamgfacﬂzrén’, including
packaging/labeling and quality contral gt the above mentioned recognized building in full compliance with GMP requirements uf the local
regulatory authorily and with specification in the marketing authorization of the importing cowntry. Tite baich processing, packaging cmd
analysis records were veviewed and found to be in compliones with GMP. _
Heem & nidmaepdaryio, uio kacedena siie indhoprtasgin € cnpagwciooto | mounor. Cepin npencpsmy Gyne arzoieciena, g monty el
ynaxesans i nepesipena, g Mexeax npoueypu KOMINpORO AKOCHT HA INFHAUENi Gule QUPoTRI Jinvimyl & Hoewit sionosidnpent do
seato2 npneun Haorencnol Bupodniyet Hpeemurn (GMP), scmarorner Micyegus PEPLEMOnIIEYT QLAIN0M, & BYIRONE 8 ROGHIT
cibnegioneemi do crewtepinaiiti, nepedbauenex p Juensit na supobrgmaee Kpalsu-isnapmes 2 crenbinarfninl nr npodyxutio,
tepedfiauenuntt ra OpCRIQICYOANEX RIKAPCLENX 3200016, Aoxpmerntnauis cmpcosre cupoFiemmen, raxysannn I anenizy cepi¥ qyne
nepesipena, | Gy10 acinarotreno, (1o sona cidnosidas suntozan Banencno? Echaﬁrsuqm Hpaxmenn (GVIP),

Name / FTIE:
Signature / FRBRie:

FPosition / Hecada:

Date of refense / fuma aunycry cepit ¢ npodase:

Verena Wicland / Bepena B'erend

g
- R i

| w

g 5 L

Quality Control Marager 7 Yaoenosaicena o0 3 Ronmpoio ARocHE

09.04.2021

Binlogische Heilmittel Heel GmbH, Dr.-Reelewep-Str. 2-4, 76532 Baden-Baden, Tol.: +49 (BY7221/503-00, Fox: +49 (0)7221/505-640




JAEPXJIIKCITYXXBA
AEPXKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KHiBCHKIN OBJIACTI

npocnekT Banepis Jlo6anoseskoro, 51, m. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kox E€JIPTIOYV 37078774

BUCHOBOK
Npo AKICTH BBe3eHOro B Ykpainy JiKapcbKoro 3acoby

04.08.2021 Ne 42536/21/10

IHEJIb T

(HaiiMenyBaHHA NikapChKOro 3acoly 3riaHO 3 peecTpartiiHIM NocBiI4eHHAM)
PO3YMH /I iH'exuiii mo 2,0 ma B amnyi; mo 5 aMIyJl y KOHTYPHIl YapyHKoBil ynakosui; mo
2 KOHTYDHI YapyHKOBi YHAKOBKH Y Kopobmi 3 kaprony

(thopma Bumycky, n03yBaHHA, BUA NaKyBaHHA JliKapChKoro 3acoby)
Howmep peectpauiitroro nocsizuenns UA/0020/01/01 CTPOK Jii peectpauiiinoro nocsizuenns 19.03.2023
Cepia sikapcbkoro 3aco6y Ne 94346 KinekicTs BBesenoro aikapcekoro 3aco6y 6346

Bupo6Huk Biosiorime Xaitnemitrens Xeens 'm6X, Himequnna

(HalMeHyBaHHs BHPOGHMKa JliKapckkoro 3acoby, kpaina TMOXOJGKEHHS )

Beeseno B Vipaiuy TosapucTBO 3 06MexkeH0I0 BiANOBIAATLHICTIO "KACKAJl MEJIKAJI
PET'TOHH", inenr. xox: 35757357

(naliMenyBanns Ta kox 3a €JIPITOY opuanunoi ocobu a6o npizsume, iM'a. no 6atekoBi BizHuaHOT
ocobu - nianpuemus, i Micue npoxupanns Ta peecTpauifinnit Homep 06iK0BOT KapTKK nIATHHKa
nojiaTkis abo cepis Ta HOMep nacnopra)

Iporokoa Bisyansnoro konrTpomio sin 27.07.2021 Ne 2565/22.

3a pesyNbTaTaAMH JIEPKABHOIO K
PAITKN

AOTPHMAHHAM BuMOT 3aK ;n&\{qm}mg,@;a

"‘)‘,.b\ ; %

OBJIEHO, WO Jikapchkui 3aci6 BBeseHo B Vkpainy 3

Ne4eHHA AKOCTI JTIKapChKHX 3acobiB.

a7}

"

Z:/ Onexciit COJIOJIPAN

(inimianm Ta npisepume)

3acTynHHK HaYaIbHHK

(nocanoea oco6a oprany a




-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: ZEEL® T, solution for injection 2,0 ml in ampoules Ne10 (5%2)

Ilpoaykuis: IEJb T, posunn ans in’exuiii no 2,0 ma B amnyaax Nel0 (5%2)

Batch Ne: 94346 Batch quantity produced in total (packs): 6346

Homep cepii: 94346 KinskicTe npoayxuii B cepii (ynakosox): 6346

Manufacture Date 01.04.2021 Registration license number: UA/0020/01/01 validity period unlimited

Jara BupoGHHUTBA: 01.04.2021 Homep peecrpaniiinoro mocsingenss: UA/0020/01/01 Tepmin aii HeoGmesxenmnii

Expiry date: 03.2026 Country of origin: Germany

Tepmin npnaaTHocTi: 03.2026 Kpaina noxomwenns: Himeuunua

Testing point / Ioxaznuru axocmi Specification / Cneyudirauin Results / ontrol methods/
Pezynsmamu emoodu KoHmpoaio
Odour QOdourless. Corresponds M, It.1, GHP, H2.2.1
3anax Be3s 3anaxy. Bignosigae K51, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds M, It. 2a, Ph. Eur. 2.2.1
MMpo3opicTe IMpozopmii. Bianoeigae K4, n.2a, €sp.D. 2.2.1
Particulate contamination: visible particles” Practically free from particles Corresponds QCM, It. 2b, Ph. Eur.2.9.20
Mexaniuni BETIOMCHHA: BHANMI YacTKR' HMpaxkriano pinsuuii pig vacTok. Bignosigae M, n. 26, €sp. M. 2.9.20
Colour Colourless. Corresponds [QCM, It.3, Ph. Eur.2.2.2
KosasoposicTs Beafapeuuii, Bianosinae MK, n.3, €ep.®. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Konip amnya Be3bapsunii. Bignosigae MK, n.4, sisyanbuo
Extractable volume 2,00-2,30 ml/ampoule (2,0090-2,3104 g/ampoule). 2,09 ml/ampoule  [QCM, It. 5, Ph. Eur. 2.9.17
O6'en, MO BHTATACTHCS 2,00-2,30 mu/amnyay (2,0090-2,3104 r/asnyay). 2,09 ma/amnyny MK, n. 5, €sp.®. 2.9.17
Osmolality 285-315 mosmol/kg. 299 mosmol/kg. RQCM, It. 6, Ph. Eur. 2.2.35
OcMONAALHICTE 285-315 mocMoNB/KT. 299 mocmons/kr. MKA, n. 6, €Esp.M. 2.2.35
pH 4,7-6,5 5,7 QCM, It. 7, Ph. Eur. 2.2.3
pH 4,7-6,5 57 MKH, n, 7, €ep.D. 2.2.3
Particulate contamination: sub-visible Per ampoule: CM, It. 8, USP <788>,
particles Max. 6000 particles size = 10 um. 17 particles/ampoule |Ph. Eur.2.9.19
Max. 600 particles size > 25 pm. 1 particles/ampoule

Mexauiuni BiUTIOUCHHA: HEBHANMI
HACTKH

B oauiit ammy.i :
Magxc. 6000 yacTok poamipom = 10 MM,
Magc. 600 uacTok posmipom =25 mrm.

17 yacTrox/ammy.sty
1 yacTox/amnyny

1K, n. 8, ®. CILIA <788>,
Bp.D. 2.9.19

Sterility Sterile. Corresponds
Crepuasnicts Crepunsunii Bianosigae
Bacterial endotoxins Max. 3.4 1.U./ml. <34 LU./ml..
BaxkTepiansii engoTokcnam Maxkec. 3,4 MO/ma < 3,4 MO/ma.

*the result is taken from IPC/*pesyasTaT orpusmyiors i3 IF

PC (konTpons y mpoueci mupobunurna)

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_0050.
Bupo6uuua ginbuuus: Bionoriwe Xaitasmirreas Xeens I'm6X, JI-p Pexeser-urpace 2-4, 76532 Banen-Baaen, Himeuunna,

Homep Jniuensii Ha BUpo6HHUTBO Ta KoHTpoaio skocti: DE_BW_01_MIA_2020_0050.

I 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 found to

be in compliance with GMP.

Lus » niomsepoacyro, wio nasedena sunie inghopmania € cnpaedicnsoio i mounoio. Cepia npenapamy dyna euzomosnena, 6 momy 4ucii
ynakosana i nepegipena, 8 mexcax npauedypu KONMponio akocmi na 3a3nauenin eunge eupobnuyiii dinvruyi ¢ noawiii eéionosionocmi 00

Name / ITIB:
Signature / Mionuc:

Pasition / ITocada:

Date of release / lama eunycky cepii ¢ npodavic: 11.06.2021

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