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HEPXITIKCITYXKBA
AEPKABHA CJYIKBA 3 JIIKAPCBKI{!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KUIBCHKIH OBJACTI

npocriekt Banepis Jlobanoseskoro, 51, M. Kuis, 03110, Ten/pake: (044) 2753030
E-mail: dls.ko@dls.gov.ua,htips:/fwww.dls.cov.ua. Koa CIPIIOY 37078774

BHCHOBOK
Mpo SIKICTh BBE3eHOTO B YKpaiHy JiKapehKoro 3ac00y

08.09.2020 Ne 44414/20/10

EHI'ICTOJI

{nalimenysanus gikapenxoro 3acofy 3riaHo 3 PCECTPAUIIHIM NocBiAYeTHIM)
posHmi Ana in'ekuiii, no 1,1 mut 8 amnyi; no 5 amnyn y KOHTYDHill yapyuKosBiii ynakonui; o
1 KOHTYpUIll yapyHKoBili ynakosui y kopobui 3 KapTOHY
(thopsa BHITYCKY. T03YBAHNS, BHA NAKYBAHRKS KAPCRKOIO 3ac00y)

Hosep peectpauiitioro nocsinuenns UA/2033/01/01 crpok aif pecetpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcrkoro sacoGy Ne 91306 Kinekicts Beesenoro nikapeskoro sacoby 13331

Bupobuuk bionoriwe Xaiinsmitrens Xeens Im6X, Himewyuna
(Hafimenysanns supoduika Aikapchkaro sacoly, Kpaila noxe ukelHa)

Beeseno g Ypainy Tosapucrso 3 o6mexeno sixnosinansuictio "TOBIAN ®APM
TPEUI", inent. won: 39278099
{nmafisenynanug Ta koa 3a CJIPTIOVY wopianunei ocodit abo npizsnule. iv's, no Sarexoni diznsuHol
ocoGil - niAnpHeMus, 1 Micue NPOKHDAINIA Ta pecerpauifingit nosep oG:1iKOBOT KAPTKHM 1 THIKA
noaatkie abo cepist Ta HoMep nacnopta)

MpoTokoan sizyanshoro kowrpomo sia 01.09.2020 Ne 2786/10.

3a  pe3yaeTatamy  epWKEBHOTG  KOHTPOMIO BCTAHOBIGHO, WO nikapcbiuii  3acié  BBeseHo B Yipainy 13
p patH)

AOTPHMAHHAM BHMOr 3aKOHOAABCTBA W00 3a6e3NeYeHHA SKOCT] JiKapeLKHX 3acoDiB.
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-Heel
Biologische Heilmiite! Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT JKOCTI

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

IIpoayxmis: EHI'ICTOJL, posumn ans in’exniii mo 1,1 ma B ammyaax NeS (5x1)
Batch Ne; 91306 Batch quantity produced in total (packs); 13331
Howmep cepil; 91306 KimexicTs mponyxuii B cepii (ymaxopok): 13331
Manufacture Date 30.03.2020 Registration license number: UA/2053/01/01 validity period unlimited
Jara supotuunTea: 30.03.2020 Homep peccTpanifinoro nocninyennsn: UA/2053/01/01 Tepmin ail nesbmexennit
Expiry date: 02.2025 Country of origin: Germany
Tepmin npuaaTrocTi: 02.2025 Kpaina noxopxenun: Himerunna

Testing point / Hoxazunuxu Specification / Cneunirauin Results / Peavasmamu Conirol methods/

AKRoCHE Memodu konmponio

Odour Qdourless, Corresponds QCM, It.1, GHP, H2.2.1
3anmax Bea zanaxy. Binnosinae MK/, n.d, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
HpozopicTs Iposopnii. Bianosizae MIGL, 1. 2, €p.P. 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, 1t.3, Ph, Eur.2.9.20
visible particles*
Mexaniuni BRIOYCHAS: ITpaxTruno BineER Rig 9acTok, Binunosinae MICI, 0.3, €sp.®@. 2.9.20
BHANMI YacTRA*
Colour Colourless. Corresponds QCM, 1t. 4, Ph. Eur. 2.2.2
KoasoposieTn Beabappnui, Bianosinae MK?, n. 4, €p. 0. 2.2.2
Colour of ampoules Colourless, Corresponds QCM, It. 5,visually
Kouip amnya Be3bapsunii, Binooeinae MKH, 0.5, 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'ewm, Mo snTaracTLen 1,10-1,26 ma/amnyay (1,1050-1,2707 r/amMnyay). 1,18 mu/ammyny MES#, n. 6, €zp.@. 2.9.17
Osmolality 285-315 mosmolkg. 304 mosmol/kg, QCM, It, 7, Ph. Eur. 2.2.35
Ocmonsmsaicrs 285-315 mocmoan/kr, 304 mocmonn/xr. MK, n. 7, €sp.D. 2.2.35
pH 3,0-6,5, 5,7 QCM, It. 8, Ph. Eur. 2.2.3

H 5,0-6,5. 5,7 MEH, u, 8, Esp.P.2.23
Sterility Sterile. Corresponds QCM, Tt.9, Ph.Eur, 2.6.1,

membrane filter method
Creprabaicrs Crepunennii, Bianosigac MK, 0.9, €ep. D, 2.6.1, meToa
memGpannol dineTpanit
Bacterial endotoxins Max, 3,4 LU./ml. <3,41.U./ml. QCM, It. 10, Ph. Fur. 2.6.14
Baxrepiannui ennoroxennu | Mae, 3,4 MO/man. <34 MO/ma. MKS, 0. 10, €p. ®. 2.6.14
Particulate contamination: Per ampoule; QCM, It. 11, USP <788>,
sub-visible particles Max. 6000 particles >10 pm. 21 particles/ampoule Ph. Eur. 2.9.1%
Max 600 particles >25 um, 1 particles/fampoule
Mexaniusi zxmogcnnn: B oamiit ammyni: MIUL, w11, @, CIUA <788,
HEBAAUMI WACTKA Maxe,6000 uacrox pozmipom >10 mxm, 21 9acToxr/amuysay €rp. P, 2.9.19
Maxe.600 gacTox posmipom 225 Mrm. 1 sacTox/amnyny

*the result i5 Taken Fom IPC7 *peayasTat oTpuMYIOTh 13 IPC (RoHTpPOIE ¥ Nponcel BHpOBGHAATITRA)

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,
Bupofnuaa pinenans: Biodorime Xaitasmitrens Xeens I'mbX, I-p Pexerer-mrpace 2-4, 76532 Banes-Banen, HiMmenguna.

Howmep Jimensii ua supofuauTeo T2 KouTpomio skocri: DE_BW_01_MIA_2020_0009,

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

Ium a niomeepdscyio, wio nasedena suge iHpopmayin € cnpasncisore i movnoio, Cepin npenapamy Syaa suzomognena, ¢ oMy
uncal ynaxpeana i nepesipena, & Mexcax HPOUEOYpH Konmponto axocni na sasnaueniii eume eupobHUYiG dinvruyi & nogHit
sidnosidnocmi 9o sumoz npaeun Hanescnof Bupoetnuwoi Hpaxmuru (GMP), gcmanosnenux MICHEGUM PESYTAMOPHUM Op2anoMm, d
maKose & ROGRIN sionoeidrocmi D0 cneyndixayii, nepedbauenx y Jdivensii na eupobuuymeo Kpainnu-imnopmepa 3i cnequixayismu
na npodyKuiw, nepedfavenumu onm docridacysanux niKapceKux 3acofie. Hoxymenmauin cimocosno GUPOBRUYMBA, NAKYEAHHA |
ananisy cepif yna nepegipena, i 6yno BCTHAHOGREHO, WO sona eidnosidac sumozam Hunencnoi Bupobuiyoi IT) K (GMP).
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Name / ITIB: Dr. Martin Kithn / JI-p. Mapmin Kior TN
Sigunature / Ilinnre: é : -t

Position / Tlocana: Quality Control Manager / Ynoeno

Date of release / ara pamycky cepii & IpoaasK: 20.05.2020

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

bx an w o35 big  odit oso




HEPXJIKCITY XBA
AEP)KABHA CJIYXKFEA 3 JIIKAPCBKI{!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBKIil OBJIACTI

npocnexT Banepia Jlo6anoscekoro, 51, M. Kuis, 031 10, Ten/akc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,httns://www.dls.gov.ua, Kon €JIPTIOV 37078774

BHUCHOBOK
Npo AKICTh BBE3EHOro B Ykpainy Jgikapcebkoro 3aco0y

12.05.2021 Ne 23158/21/10

EHI'ICTOJI

(walimenyBauus nikapcekoro 3aco0y 3rizno 3 peecrpauifinmm NIOCBIAMEHHAM)
Po3yunH nuist in'ekuiit, mo 1,1 ma s aMIyJii; 1o S amnya y KouTypaiii HapyHKosBii ynakosui; nmo
1 KouTypHilt yapynxosiii YNaKoBui y xopo6ui 3 kaprony

(thopma sunycky, nosysanus, sun MaKyBaHHs Jikapcbkoro 3acoy)
Homep peectpauiitnoro nocsinwenns UA/2053/01/01 CTpOK Al peecTpauitivoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 93500 KinbkicTs BBe3eHoro nikapcbkoro sacoby 15663

Bupo6uuk Bionorie Xaitnomitrens Xeens I'M6X, HiMmeyunna

(naHMcHyBanns BHPOOHHUKa TiKapCLKOro 3acoby, kpaiHa NOXOMKCHHS)

Baeseno B Vipainy Tomapucrro 3 o6mexenoro BianosixansuicTio "KACKAJ MEJIKAJI
PETTOHH", inenr. xon: 35757357

(nafimenyBanns Ta xoxt 3a €JIPTIOY opuanyHot ocobu abo npizsuute, iM's, 1o 6aThKoRI izuunoi
0cobu - nianpuemus, I Micue TTPOXHBAHNS Ta peecTpauifinuli Homep o6nikosoi KapTKy MaaTHuKa
noaarkis abo cepis Ta Homep nacnopra)

[poroxon sisyansuoro xonrponio sia 05.05.2021 Ne 1393/4.

3a  pesynsTatamu  nepxasHoOro KOHTPOMIO ~ BCTAHOBNCHO, WO Jikapcwkuii 3aci6 BsescHo 8 Vkpainy 3

AOTPHMAHHSAM BuMor 3aKoHOAaBCTEA ugao SabET ienes s akocTi nikapenkuX 3aco6is.
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Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTURIKAT JKOCTI

Product; ENGYSTOLSY, injection solution in 1.1 ml ampoules Ne5 (5x1)

Ilpoaykuin: EHI'ICTOJI, PO3YHH 119 in’exniit mo 1,1 ma B ammyJax NeS (5x1)

Batch No: 93500 Batch quantity produced in total (packs): 15663

Homep cepil: 923500 Kinbxicrs npoaykuii s cepii (ymaxosok): 15663

Manufacture Date 14.01.2021 Registration license number: UA/2053/01/01 validity period unlimited

daTa sapobrnursa: 14,01.2021 Homep peccrpauifinoro nocsixuenns: UA/2053/01/01 repmin ail weobmexennii

Expiry date: 12.2025 Country of origin: Germany

Tepmin npugaraocri: 12.2025 Kpa¥aa noxomxenns: Himeuynua

Testing point/ fokazruxy Axocmi Specification / Crenudixgria Results / Peayavmamu Control metiods/
Memadu xonmponra

Odour Odourlcss. Corresponds QCM, It 1,GHP,H2.2.1

3anax Be3 3anaxy. Binnosigae MK, a1, GHP, H2.2.1

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

TposopicTn IMpo3opwii, Binnosixae MKA, n. 2, €sp.D, 2.2.1

Particulate contamination; Practically free from particles. Corresponds QCM, 1t.3, Ph. Eur o= =

visible particles* 2o hCTEO 5

Mexauluni Briowenns; Dpaxriyuno pinsuih sig yacroxk. Bianoninae

BHAIME HacTRIM®

Colour Colourless, Corresponds

KosvoposicTs Besbapoumnit, Bianosinac

Colour of ampoules Colourless. Corresponds

Konip amnyn Besbapsuunit, Binnosiaae

Extracteble volume 1,10-1,26 mi/empoule (1,1050-1,2707 g/ampoule), 1,16 mlfampoule

O6'em, wio BUTATAETHER 1,10-1,26 mu/amnyay (1,1050-1,2707 r/amnynay). 1,16 ma/amnyny

Osmolality 285-315 mosmol/kg. 302 mosmolkeg.

Ocmonansiicts 285-315 mocMmonn/kr, 302 moemonw/kr.

pH 5,0-6,5. 6,2

pH 5,0-6,5. 6,2 MKSL n. 8, €sp.h.2.2.3

Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6,1, membrane
filter method

Crepiasnicts Crepuatnuii, Binnosizae MKS, 0.9, €ep.®. 2.6.1, meton
semBpanuol dinbTpaniv

Bacterial endotoxins Max, 3,4 L.U./ml, <3,41.U/ml. QCM, 1t. 10, Ph, Eur. 2.6.14

Bakrcpiansni _CHAOTOKCHNY Maic, 3.4 MO/ma. <34 MO/ma. MKA, n. 10, €sp. D, 2.6.14

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

sub-visible particles Max, 6000 particles 210 pm. 21 particles/ampoule Ph. Eur.2.9.19

Max 600 partickes =25 pum. I particles/ampoule
Mexauivesi sronoucnns; B oaniit amnyani; MKA, n. 11, &, CIHA <788>,
HEBHARMI waC T Makc.6000 wacTox poamipom 210 micm. 21 wacTor/ammy.ry €sp. 0. 2.9.19
Makc.600 wacTok po3mipons 225 mkm. 1 uacrox/anunyny

*the result s taken from 1PC/ "PE3YIILTAY OTPHMYIOTS i3 IPC (KOHTpOAL y npoucci BHPoGUHLTRA)

Site of manufacture; Biologische Heilmittel Heel GmbH, Dr.Reckewe

Manufacturing and quality control license number: DE_B W_01_MIA
Bupobuiua Aineuuus: Biosorime Xaitnemirreas Xeean I'mé6X,

Ainensil Ha BUPOBHULTBO Ta KOHTDPOMO AKkocTi: DE_BW

Home

g-Str. 2-4, 76532 Baden-Baden, Germany.

_2020_0050.

O-p Peuener-mrpace 2-4, 76532 Bagen-Ganen, Himeuunna,
01_MIA_2020_0050,

I hereby confirm that the above information is authentic and accurate. This batch of product hay been manufactured, including

packaging/labeling and quality control at the above mentioned recognized buildi

local regulatory authority and with specification in the marketing authorization of the importi

packaging and analysis records were reviewed and found to be in compliance with GMP.

Lun 5 niomoeepdncyro,

cnequgbixayiamu  na npodykuio,

supobnuymea, nakyeanns | anan L 0P
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Bupobnuot Mpaxmuxu (GMP,

Name / IB:
Signature / Mingnuc;

Position / ITocana:

Date of release / [Jata Buﬁ‘y’criéﬁ\cgpii’ ahppuam* ;,:’

Biologische Heilmittel Heel GmbH,

140 nasedena eu
ancnl ynaxkosana i nepegipena, ¢ A

il Qma nepegipena,

e inghopmania € cnpaedrcrvoro | mounoro. Cep
tedcax npouedypu Kenmponio axocmi na 3asnaue
éionoeionocmi do aumoz npaeun Hanencnol Bupobuuvoi Hparmuxu (GMP),
maxkoac ¢ noeniii eidnogidnocmi 9o cneuugikayii, nepedbauenux y

X \ Vg‘r;gm Wieland / Bepena B'enend
;':'/-;/_5 . /' u L@&L\g(

ng in full compliance with GMP requirements of the
ng country. The batch processing,

iA npenapamy byna suzomoenena, & moy
R euwe supobuuyiii OinbHuYi 8 noenii
6CMAo8NERUX MiCUeBUM DPe2YNRMOpHIM OP2anoM, a
Jinensit na eupobuuymaeo Kpaisu-tienopmepa 31
nepedbavenumu onn docnidacysanux  nixapevkux  3acobls. Hoxymenmauin  cmocoano
i Gyno acmanoveneno, wo eona eioncsionc eumvezam Hanesxcnol

E S Quality Control Manager / Ynoanosancena ozo6a y Raumponio fikocmi

22.03.2021

R -

Dr.-Reckeweg-Str, 2-4, 76532 Badcn-Baden, Tel.;

+49 (0)7221/501-00, Fax:

+49 (0)7221/501-640
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