2.9

JIEPNUIIKCITYKBA YKPAIHHA
JTEPYKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCBHKIN OBJIACTI

MPOCNEeKT Banepin JloGaHoBebxoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox cJIPNIOY 37078774

BUCHOBOK
npo AKICTh BBE3EHOI0 B Yxpainy JikapcboKoro 3aco0y

12.05.2020 Ne 22954/20/10

JUCKYC KOMITIO3UTYM

(HaitMenyBasna NikapeLxoro 3acoby Jriano 3 peecrpadliiinis NOCRIAHCHHAM)
poswmH as in'exuiii 1o 2,2 ma B amMnyi, moe S amMmyy KOHTYPHII YapyHKOBIii YHAKOBIi; 110
1 KonTYpHiil yapynkogiil ynarosui y Kopodi 3 KAPTOHY

(hOPMA BUNYCKY, AO3YBAHHH, BHIL NAKYBAHHA nikapeskoro 3acely)
Homep peecTpauiiiHoro nocBiTyeH s UA/3959/01/01 crpox aif peectpadiitiore nocsimiena 01 022021
Cepin nikapeskoro sacoGy Ne 901353 IKinsKicTh BBE3EIONO AiKkapebKoro 3acoby 11567

BupobHHK Biosiorime Xaitmsmitrens Xeenb I'mOX, HimeTunna
(naftvenysanns BupoGHIKa nikapeLkoro 3acody, KpaiHa NOXOMAEHHS)

Beesero B Ypainy Tosapucrse 3 0BMeKeHO010 BiamoBinaaLHICTIO "IOBIAN ®APM
TPEW/L", inent. xon: 39278099

{naiisesveats Ta KOA 3a CIPTOY opuanutioi ocolu abo npi3suuLe, iM's, 110 BarTbkoBi GiznyHol
ocofin - nianpreallg, 17 sicle NpomHBarHs 1 pecerpautiituni HoMep 00UIiKOBOT KAPTKH NAATHUHKR

nozarxis 460 cepis Ta HOMED nacnopTa)

[IpoToKo Bi3yaNLHOIO KOHTPOJIIO Bid 29.04.2020 Ne 1414/8.

3a  pesyibTaTaMu  [ACPKABHOTO  KOHTROIIN BCTAHIOBAGHO, W0  JNixapchknii  3aci®  BBE3EHO B Yipaiay 3

ﬂOTpHMﬂHHHM BIMOI 33KOHOAABCTRA WOAC 3abe3neyeHus qxocti nikapebkix 3ac0BiB.

3acTyNHMK HAYAIBHAKA BiIUTY

ePKABHOT CITYKOH 3 KapChKHX 3ac001B y
Heprasrot ¢ty peEEIateNE s 3yGapesa H.B.
Ta KOHTPOMIQ 38 HAPKOTHKaMH Y KHIBCLKIN ,f
ofmacti - .| LuRVALH . &
{nocanora ocoGa aprany ﬂepﬁial_a"mro KOHTPOO) (mianue) (ininiany va opizsiule)

. M.IL

JilE
L AOKYMEHTIB )
/s




-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHP®IKAT AKOCTI

Product: DISCUS COMPOSITUM injection solution in 2,2 ml in ampoules Ne5 (5x1)
Hponyxnis: JACKYC KOMITIO3HATYM, posunu s in’exuiii no 2,2 ma B amnyaax Ne§ (5x1)

Batch Ne: 90153
Homep cepii: 90153

Batch quantity produced in total (packs): 11567
Kinsxkicre npoayxuii B cepii {(ynakopox): 11567

Manufacture Date 10.12.2019 Registration license number: UA/3959/01/01 valid till 01.02.2021
JaTa pupobauLTBAa: 10.12,2019 Homep peecrpaliiinore nocaiauenns: UA/395%/01/01 nitiene no 01,02.2021
Expiry date: 11.2024 Country of origin: Germany
Tepmin npuaatroeri:  11.2024 Kpaina noxomxenns: Himeuunna
Testing point / Hoxaanuxu Specification / Creyuipixaria Results / Control methods/
Axpcmi Pesynsmamu Memodu xoumponro
Cdour Odourless, Corresponds QCM, It.1, GHP, H2.2.1
3anax Ges 3anaxy. Bignosigat MKHA, n.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph, Eur. 2.2.]
IpojopicTs Hpo3opui. Bianosinac MHK#L, n.2, €ep.b. 2.2.1
Particulate contamination: Practically free [rom particles. Corresponds QCM, 1t.3, Ph. Eur.2.9.20
visible particles*
Mexaniuni saoucHns: TpakTHyno BiALHEE Bil MACTOK, Bianosigat MK, n3, Esp.d, 2.9.20
suanMi vacten®
Colour Colourless. Cormesponds QCM, It. 4, Ph. Eur. 2.2.2
Koasoposicrs Beabaparuii. Bignosinac MK, n. 4, €sp.P. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 5,visually
Konip amnyn BesOapBuni. Bianopinae MKA, n.3, sisyansno

Extractable volume
O06'em, 1D BUTATAETLCA

2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule).
2,20-2,53 mu/amnyary (2,2099-2,5414 r/amnyay).

2,27 mifampoule
2,27 mu/amuyny

QCM, It. 6, P, Eur. 2.5.17
MKH, n. 6, €sp.®. 2.9.17

Osmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, It. 7, Ph, Eur, 2.2.35
QCcMOIAABHICTE 285-315 MoTMonL/KT, 300 Mocmoas/xr. MK, n. 7, €sp.b, 2.2.35
pH 4,7-6,5. 5,6 QCM, It. 8, Ph, Eur. 2.2.3
pH 4,7-6,5. 5,6 MKSI, n. 8, €sp.b. 2.2.3
Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
membrane filter method
CrepnapnicTs Crepuaknuii. Binnoeigac MKS, 1.9, €8p. @, 2.6.1, MeT0A
mem Gpannoi iasTpanil
Bacterial endoloxins Max. 3,4 L.U./ml, <34 1.U./ml. QCM, It. 10, Ph. Eur. 2.6.14
BaxTepianbhi engoTokeHnn Maxke. 3,4 MO/ma. <34 MO/ma, MKH, n. 10, €sp. ©, 2.6.14
Particulate contamination: Per ampoule: QCM, 1. 11, USP 738,

sub-visible particles Max. 6000 particles size > 10 pm. Ph. Eur. 2.5.19
Max. 600 particles size = 25 um.
B oanii amnyni:

Make, 6000 vacTor posmipom = 10 M. 27 uacToR/ammnyJsy
Maxe, 600 wacTOR/AMIYITY po3Mipom = 25 mMKM. 0 ugcToR/AMNYEY

* the result is taken from IPC / * pe3yanTaTn oTpaMyIoTh i3 IPC (konTpoab y npoueci BupoSunuTsa).

27 particles/ampoule
0 particles/fampoule
Mexaniuui BRIIOMEHARA!
IIBBH,ﬂllMi YACTKH

MK, n, 11, &, CIIA 788,
€ap.®, 2.9.19

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.

Bupofnuun ginsauns: Blonerime Xaanwitrenn Xeens FmGX, J-p Pexener-mrpace 2-4, 76532 Baaen-Banen, Himeuuuna.
Homep ninensii Ha BHpoSHUITBO Ta KOUTpoalo sikoeti: DE_BW_01_MIA_2013 0055,

1 hereby confirm that the above information is guthentic 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.

Hum 2 nidmeepdaxcyio, Wo nasedena suue inpopmania € cnpasscvoio § mounew. Cepia npenapamy Byjig 6uz0MOGNEHE, § MOMY
wueni ynaxosana i Nepesipenn, & Medcax NPOHEOYDH KOHMpoAlo RKocmi Na 3a3Nauenii suike gupobruwiR dinvnuyi 6 HOGHIA
sipnosidnocmi do eumoz npaswn Hanenenoi Bupobnunol Ilpaxmury (GMP), cemanoerenux MicyesuM pezyaamopium opzanom, a
maKear & nosiii sidnosidnocnt 0o creyngirayii, nepedbauenux y Jinensii Ha supofuuymeo Kpatnu-innopmepa 3i cnenupiraylamu na
npodyKRil, nepeddanenumu ORA QoCRIONCYSARNX Aikapchkux 3acobis. Jokymenmauin cmocosne GUpOobHURMEN, RAKYSaHRA | ananizy
cepiT fiyna nepesipenn, | Byno scmanesneno, o eona cionosidas sumozam Hanexcuol Bupobunvor Opaxmuru (G

Dr. Martin Kiilin - /-p Mapmin Kion,

AN

Quality Control Manager / Ynognosasicens, :
04.03.2020

Name / ITIB

i ;
AOKYMENTIR!

AN g

010 REOCH

o e ceagte
o R

Signature / Hignuc:
Position / Iocana:
Date of release / JaTa BunycKky cepii B npoaask:

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str, 2-4, 76332 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640
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AEPHUIIIKCITY XBA
AEPKABHA CJIYIKEBA 3 JHKAPCBKWX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCHKIN OBJIACTI

npocnext Banepis JloGanoscekoro, 51, M. Kuig, 03110, ten/dake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www dls.gov.ua, Kox €JPTIOY 37078774

BHMCHOBOK
PO AKICTH BBE3EHOro B YKpaiHy Jikapchkoro 3acoby

09.12.2020 Ne 66601/20/10

JUCKYC KOMIIO3UTYM

7 .

{nafiveHyBants Tikapcukoro 32c0By 3riAHO 3 peecTpauiiinuM MocsiAICHEAM)
posumH AXs in'exuii mo 2,2 ma B ammyaax Ne 5 (5x1)

(popaa nunycky, A03YRAHES, BRI NAXYBEHAS JIIKAPCLKOTO 3acoly)

Homep peecrpauifioro nocsimsennn UA/3959/01/01 crpok aif peecrpaciiinoro nocsimsenns 01.02.2021
Cepin nixapcukoro sacoGy Ne 908066 KinbkicTe BBe3eHOTO Nikaposkoro 3acoby 16943

BupoGuni bionorime Xattnemitrens Xeems I'm6X, HiMeuunna

(nakimenysanma supobuuka nikapcbkoro sacoby, kpaina NOXORAEHNN)

Baesero B Vpainy Toaa\pumno 3 obmeskenoio Bignosinaanuictio "IOBIAW ®APM
TPEMI", inenr. won: 39278099

(nakimenysanig 1a kon 3a CAPTIOY iopruanurol ocoGr abo npizrue, iv's, no Satekoni disnunol
ocobk - niAnpuesusa, W Micue npoxuBanrus T8 peectpauiiiimit romep o6aikoRoT KAPTKY MUATHAKE
HoMaTKis abo cepix 1a HOMED HacnopTa)

flpoToxon Bisyaasnoroe xourpoms sig 03.12.2020 Ne 4250/14.

3a pesyibraTamit  JISPXKABHOTO KOHTPONIO BCTAHOBAEHO, WO Nikapcekuil 3aci6 BBe3eHO B YxpaiHy 3
HOTPHMAHHAM BHMOT 3aK0HOAABCTBA OO 3a6e3neyenHn ﬁicocﬂ JHikapebKux 3acobisa.




-Heel
Biologische Heilmitte] Hee] GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTUPIKAT AKOCTI

7

Product: DISCUS COMPOSITUM injection solution in 2,2 ml in ampoules Ne5 (5x1)
IDponvkmnin: JACKYC KOMITIO3HATYM, pozgnn aag in’ernid no 2,2 ma B amnynxax Ne5 (5x1)
Batch Nb; 90806 Batch quantity produced in total (packs): 16948
Homep cepil: 90806 KinsxicTs npoxyknil & cepil (ynaxosox): 16948
Manufacture Date 20.02.2020 Registration license number: UA/3959/01/01 valid till 01.02,2021
JlaTa pupofHRUTRA: 20.02.2020 HoMep peecTpauiinoro nocBiqyenns: UA/3959/01/01 pidicae go 01.02.2021
Expiry date: 01.2025 Country of origin: Germany
Tepmin npunatnocti:  01.2025 Kpaina noxomxensn: HimMeygnna
Testing point/ Hoxaznuxu Specification / Cnenuepixania Results / Control methods/
Axocmi Pespaomamu Memodu Konmponro
Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
3anax Fea 3anaxy. Bignosinac MKS, n.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
T posopicTe Tlpo3opmii. Bignosinac MK, n.2, Erp.®. 2.2.1
Particulate contamination; Practically free from patticles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles*
Mexanigni BKII09enR: IIpaxTHUHO BinLHA Big YacTOK. Binmosinac MKH, n.3, €ep.D, 2.9.20
BHABMI 9acTRI*
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
KonsoposieTs Besbapennil. Binnorigac MKA, n. 4, €sp. D, 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 5,visually
Konip amayn Besbapeunil. Bignosinac MK, 0.5, Bizyaasno
Extractable volume 2,20-2,53 ml/ampoule (2,209%-2,5414 g/fampoule). 2,28 ml/ampoule QCM, Tt. 6, Ph, Eur. 2.9.17
06'em, mo pHTATACTLCA 2,20-2,53 ma/ammyny (2,2099-2,5414 r/ammyny). 2,28 mu/ammyity MK, m. 6, €ep.P. 2.9,.17
Osmolality 285-313 mosmol/’kg. 304 mosmol/kg. QCM, 1t. 7, Ph, Eur. 2.2.35
OcMonaaLHieTH 285-315 MmocMoaL/KT, 304 mocmonn/Kr. MK, n. 7, €sp.P. 2.2.35
pH 4,7-6,5. 5,4 QCM, It. 8, Ph. Eur. 2.2.3
pH 4,7-6,5. 54 MK, n. 8, Esp.®.2.2.3
Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur, 2.6.1,
membrane filter method
CrepuabnicTh Crepuibunii. Binnopinac MKH, 0.9, €sp.®. 2.6.1, meTon
memGpannol gpinsTpanil
Bacterial endotoxins Max. 3,4 LU./mi. < 3,4 LU./ml, QCM, It. 10, Ph. Eur. 2.6.14
Baxrepiannai eBI0TORCEHA Maxe. 3,4 MO/mn. < 3,4 MO/ma. MKA, n. 10, €sp. P, 2.6.14
Particulate contamination: Per ampoule: QCM, It. 11, USP 788,
sub-visible particles Max. 6000 particles size = 10 pm. 31 particles/ampoule | Ph. Eur. 2.9.19
Max. 600 particles size > 25 pm. 2 particles/ampoule
Mexaniuni Brmouennn; B onxriii ammyni: MK, m. 11, @, CIIA 788,
BeBHAAMI 9acTKH Maxe, 6000 qacrok posmipom 2 10 mxm. 31 wacrox/amnyny | €np.®.2.9.19
Maxe. 600 yacTor po3mipom = 25 mrm. 2 gacToR/amMnyny

* the result is taken from IPC / * pesynsraTh oTpaMyloTs i3 IPC (konTpeas y nponeci BApoSuanTRa).

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.
Mapufacturing and guality control license number: DE_BW_01_MIA 2020_0005.

Bupofuuua ninsuang: Bionorime Xafinsmitreas Xeens I'm6X, JI-p Pexeser-mrpace 2-4, 76532 Bagen-bagen, I'ywie
Homep ainensii #a supo6GauNTEO Ta XoRTpog10 Axocri: DE_BW_01_MIA_2020_0009.

and found to be in compliance with GMP.

Lum p nidomeepdoeyio, wo Hasedena sume indopmayin € cnpaexcrvoie | mounolo, Cepin npenapamy 6yna suéo\m

i e,
& /: U‘\‘ Hiad

Yynaregana I nepeesipena, 8 medieax RPOREOYPH KOHMpoRio AKocmi na 3a3Ha4enil euwe eupobuwuiii dinsnuyi ¢ nbsﬁiu_ﬁiﬁh‘dmduocm t)o
gionosionocmi 0c cnenutbixanii, nepedbauenux y Jivensi¥ na eupoﬁnuumso Kpatnu-imnopmepa 3i cneyuipikaniamu Ha npodykyiio,
nepedbauenumu dna Pocridncysannx nKapeskux 3acefis. JoKymenmawia CIMOCOGHO SUPOGHUMMGH, NAKY6ARHA 1 ananizy cepil fyan
nepegipena, | 6y10 6CMANCEACH?, WO 60KA sidnosidac sumozam Hanesxcrol Bupobnuvol Hpaxmuxu (GMP). .

Name / IIIB Dr. Martin Kithn / J-p. Mapmin Kion,
Sigpature / ignme: -
e .
Position / ITocana: Quality Control Manager / Ynogrosag mi
Date of release / Jlara samyds 11.05.2020

%S
s 15"3\ \‘.‘0;
S l‘mmn ol :a'*'

bo nup/itel e
ﬂ 0 zgiaﬂzisc@lﬂﬂel Heel GmbH, Dr- .

Reckewep-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 {0Y7221/301-640
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Product: DISCUS COMPOSITUM injection solution in 2,2 ml in ampoules Ne5 (5x1)
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Testing point/ Hoxaznuxu Specification / Cnenuepixania Results / Control methods/
Axocmi Pespaomamu Memodu Konmponro
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Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
T posopicTe Tlpo3opmii. Bignosinac MK, n.2, Erp.®. 2.2.1
Particulate contamination; Practically free from patticles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles*
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06'em, mo pHTATACTLCA 2,20-2,53 ma/ammyny (2,2099-2,5414 r/ammyny). 2,28 mu/ammyity MK, m. 6, €ep.P. 2.9,.17
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OcMonaaLHieTH 285-315 MmocMoaL/KT, 304 mocmonn/Kr. MK, n. 7, €sp.P. 2.2.35
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Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur, 2.6.1,
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Yynaregana I nepeesipena, 8 medieax RPOREOYPH KOHMpoRio AKocmi na 3a3Ha4enil euwe eupobuwuiii dinsnuyi ¢ nbsﬁiu_ﬁiﬁh‘dmduocm t)o
gionosionocmi 0c cnenutbixanii, nepedbauenux y Jivensi¥ na eupoﬁnuumso Kpatnu-imnopmepa 3i cneyuipikaniamu Ha npodykyiio,
nepedbauenumu dna Pocridncysannx nKapeskux 3acefis. JoKymenmawia CIMOCOGHO SUPOGHUMMGH, NAKY6ARHA 1 ananizy cepil fyan
nepegipena, | 6y10 6CMANCEACH?, WO 60KA sidnosidac sumozam Hanesxcrol Bupobnuvol Hpaxmuxu (GMP). .

Name / IIIB Dr. Martin Kithn / J-p. Mapmin Kion,
Sigpature / ignme: -
e .
Position / ITocana: Quality Control Manager / Ynogrosag mi
Date of release / Jlara samyds 11.05.2020
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bo nup/itel e
ﬂ 0 zgiaﬂzisc@lﬂﬂel Heel GmbH, Dr- .

Reckewep-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 {0Y7221/301-640




JEPXUTIKCITYXBA
JEPXKABHA CJIIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKIN OBJIACTI

npocnekT Banepis JloGanoseekoro, 51, m. Kuiz, 03110, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3EHOro B YKpaiHy JikapcbKoro 3acody

12.05.2021 Ne 23156/21/10

JUCKYC KOMIIO3UTYM

(uakiMeryBanHs Jikapchbkoro 3acoby 3riano 3 peectpauiifnum noceigueHanM)
posumn Mg in'ekuiit; no 2,2 mu1 B aMmyJii; no S ammya y KoHTypHiil uapynkoBiii ynakosni; no
1 KoHTYpHIil wapyHKoBiii ynakoBui y kopo6ui 3 kKapToHy

(hopmMa BUITYCKY, NO3YBAHHS, BI NAKYBaHHA NikapcLkoro 3acoly)
Howmep peectpauiitnoro nocsimenns UA/3959/01/01 crpox nii peectpauiituoro nocaizuenns 01.02.2021
Cepis nikapcskoro 3acoby Ne 92020 KinbkicTs Be3eHOro nikapeuxoro sacoby 11397

Bupofunk Bionorimne Xainemitrens Xeens 'M6X, HiMeuunna

(naliMenyBanHs supoGHKKa NikapcLKOro 3acoby, KpaiHa NOXOMKEHHS)

Beeseno 8 Ykpainy TosapucTBo 3 06mMexenolo BignosinansuicTio "KACKAJ MEJIIKAJI
PEI'TOHH", inenr. won: 35757357

(natiMenysanus Ta koa 32 €JIPIIOY opuauuiol ocobu abo npizaume, iM's, o barskosi pisuanol
0co6H - mianpuemus, i Micue NpoXHBaHHS Ta peecTpauiftnui sHomep 06aiKoBOY KAPTKY NAATHUKA
noaartkis abo cepid Ta HOMEP NAacNopTa)

IpoTokoa sisyansHoro xourpomo sin 30.04.2021 Ne 1393/2,

32 pesynnTaTamMH OEPXABHOTO KOHTPOMIO BCTAHOBNEHO, WO Jikapchkuit 3aci6 peeszeno B Vkpainy 3
AOTpHMﬂH

O 3aKOHONABCTBA OO 3abe3neyents gKOCTi nikapcskux 3acobis.
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-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®IKAT AKOCTI

Product: DISCUS COMPOSITUM injection solution in 2,2 ml in ampoules Ne5 (5x1)
IIpoaykuis: AUCKYC KOMITO3HUTYM, po3uun aas in’exnid oo 2,2 mu B ammyaax Ne5 (5x1)
Batch No: 92020 Batch quantity produced in total (packs): 11397
Homep cepil: 92020 KinukicTe npoaykuil B cepil (ynakosokx): 11397
Manufacture Date 08.06.2020 Registration license number: UA/3959/01/01 valid till 01.02.2021
JaTta Bupobuunurna: 08.06.2020 Homep peecTpauiivoro nocsiauenns: UA/3959/01/01 ni#icHe no 01.02.2021
Expiry date: 05.2025 Country of origin: Germany
Tepmin npupatHocti:  05.2025 Kpaiua noxomkeHHs: Himeuuuna
Testing point / Iokaznuxu Specification / Cnexudikauia Results Control methods/
axocmi Pesyromamu Memoou xoumponio
Odour Odourless. Corresponds QCM, It.1, GHP,H 2.2.1
3anax Be3 3anaxy. Bignosizac MKH4, n.1, GHP, H 2.2.1
Clarity Clear, Corresponds QCM, 1t. 2, Ph. Eur, 2.2.1
IIpo3opicTh Iposopuii. Bianosiaac MKH4, n.2, €sp.®, 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles*
Mexaniuni sraouenun: TpaxkTHano BiasHuil Bia wacToK, Biavosizac MKH, n.3, €sp.®. 2.9.20
BHAUMI MacTKu*
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Koasoposicrs Be3bapsumnit. Bianosinae MKH4, n. 4, €sp.D. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 5,visually
Konip amnyn Be36apsunii. Bignosinae MKS, n.5, Bisyansno
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,27 ml/ampoule QCM, It. 6, Ph. Eur. 2.9.17
06'em, U0 BUTATAECTHCS 2,20-2,53 ma/amnyay (2,2099-2,5414 riamayay). 2,27 ma/amnyay MK4, n, 6, €8p. 0, 2.9.17
Osmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, It. 7, Ph. Eur. 2.2.35
OcMonnabHicTh 285-315 mocmonn/kr. 300 mocmoan/kr. MKS4, n. 7, €sp.D. 2.2.35
pH 4,7-6,5. 59 QCM, It. 8, Ph. Eur. 2.2.3
pH 4,7-6,5. 59 MK#, u. 8, €8p.D. 2.2.3
Sterility Sterile, Corresponds QCM, It.9, Ph.Eur. 2.6.1,
membrane filter method
CrepuabhicTn CrepuibHuit. Bianosiaac MKH, n.9, €ap.®. 2.6.1, meroa
membGpanuol dissrpauil
Bacterial endotoxins Max. 3,4 .U./ml. <3,4LU./ml QCM, It. 10, Ph. Eur. 2.6.14
BakrepianbHi enaoToOKCHIH Make, 3,4 MO/ma. < 3,4 MO/ma, MKHS, n. 10, €sp. D, 2.6.14
Particulate contamination: Per ampoule: QCM, It. 11, USP 788,
sub-visible particles Max. 6000 particles size > 10 um. 11 particles/ampoule | Ph. Eur, 2.9.19
Max. 600 particles size > 25 ym. 0 particles/ampoule
Mexaniuni Bsouenns: B onwiit ammyui: MKH4, n. 11, ®. CLUIA 788,
HEBHAHMI 42CTKH Makec, 6000 qacTok posmipom > 10 mkm. 11 yacrox/amnyny | €sp.®. 2.9.19
Maxkc. 600 yacTok poimipom > 25 micm, 0 wacTow/amnyny

* the result is taken from IPC / * pesyastaTu oTpumyiots i3 IPC (xonTpons y npoueci BHpoGHuuTBa).

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.

Bupobuuua ginenuus; Bioaorime Xafnnmitrenn Xeean I'm6X, A-p Pexener-urtpace 2-4, 76532 Banen-Baaeu, Himeuuuna.

Homep niuensil na supoSuuuTeo Ta KOHTPOIIO SKOCT: DE_BW_01_MIA_2020_0009.

! 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 # niomsepdsncyio, uo nasedena sumie ingopmanin € cnpasdickooto | mounorw. Cepis npenapamy byna suzomoenena, 6 momy wucni
ynaxoeana i nepesipena, 6 mescax npouedypu Koumponio akocmi na 3azHaveniii suuie supobrunii olnenuyi 6 nosuiii sionosionocmi do eumo:
npaeun Haneswcnol Bupobnuuoi Ipaxmuxu (GMP), ecmanoenenux micuesum PEeZYNRMOPHUM OP2AHOM, A MaKoXMC é noenil elonosionocmi do
cnequgpiayiia, nepedbauenux y Jlivensil na supobuuymso Kpaluu-imnopmepa 31 cnequpicauinmu na npodykyio, nepedbauenumu ons
docaioncysanux nikapcokux 3acobis. [Joxymenmauia cmocosko expolnARmEa, naxyeanua | awanizy cepit Gyna nepesipena, i Gyno
6CMAaK061eH0, W0 60Ha 6ldnosidac eumozam Hanexcrnol Bupobuuyol ﬂpaxiﬁz@xuf(&ﬁ(l’).

Name/ITIB
Signature / Hianuc:

Position / [Tocana:

Date of release / [laTa Bunycky cepii 8 npogas:

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

Virena Wieland / Bepena B

<l

01.09.2020
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HEPXKIIIKCITY KBA
AEPKABHA CJHYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIHN OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kinis, 03110, Tem/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
Npo SAKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoro 3acody
26.07.2022 Ne 28775/22/10
JACKYC KOMIIO3HTYM

(HaliMeHyBaHHA TTiKapchKOTO 3acoy 3riJHO 3 peecTpaliliEIIM NOCRITYEHHAM)
Po34YNH 114 iH'ekuii no 2,2 M B aMIyJi, 10 S aMIyJ ¥ KOHTYPHIH YapYHKOBIH YIIAKOBIILi;
no 1 KOHTYPHIH YapyHKoBii ymakoBni y Kopo0ii 3 kapTony

{thopMa BUNYCKY, JOIYBAMIEA, BILT HAKYBAHEA MiKAPCHKOTO 3ac00y)
Howmep peectpaniitnoro nocsiquenas UA/3959/01/01 crpoxk aii peectpaniitzore nocsiguenns 01.01.2099
Cepis nikapcekoero 3acoby Ne 96191 KimbxicTs BBezeHOrC MiKapcskoro 3acedy 18218

BupoBHIK Bionorinme XaineMmiTTenb Xeens I'mo0X, HiMeuurnna

{HaiiMeHYBaHHA BIIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

BBeseHo B YKpaiHy ToBapHcTBO 3 00Me:xkeHo0I0 BinmoBinaasHicTio "KACKA]J]
METIKAJ PEI'TOHH", inent. xon: 35757357

(HaltMeHyRaHEA Ta ko1 2a €APIIOV roplimrdHoi ocodIl abo Mpiseinme, iM'd, o HATEKORL
tisirEei ocodIl - NiTOpneMd, il Miclie MpMKIBAHHA TA peecTpaltiiianil Homep obmikoBoi
KAPTKII IIMATHIIKA TOJATKIR ad0 cepid Ta HOMep OacmopTa}

IIporoxon BizyanbHoro konTpomo iz 25.07.2022 Ne 1796/4.

3a pe3yNbTaTAMH JEpKABHOTO KOHTPONK: BCTAHOBIEHO, IO JIKAapchKHi 3acid BBeseHO B VYipaimy 3

JAOTPHMAHHHAM BHMOT 33K0HOJABCTBA LICC 3a0e3NeUeHHS SKOCT MKAPCHKIIX 3ac00is.

‘. LK \
: \\\5‘3{(%553“0613 % 3y6apesa H. B.

Eomo) {migmnc) (ininianu Ta npissnuLe)
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Biologische Heilimitte! Heel GmbH
Baden-Baden, Gemmany

QUALITY CERTIFICATE / CEPTHDIKAT SIKOCTI

Produet: DISCUS COMPOSITUM injection solution in 2,2 ml in ampeules Ne5 (5x1)

Ipoayknin: JAUCKYC KOMIIO3UTYM, posuas aas in’exuiit no 2,2 Ma B amnyaax NeS (5x1)

Batch Ne: 96191 Batch quantity produced in total (packs): 18218

Homep cepii: 96191 KinbkicTs npoayxufi B cepii (ynaxosox): 18218

Manufacture Date 27/10/2021 Registration license number: UA/3959/01/01 validity period unlimited

Narta upobHMnTBa: 27/10/2021 Homep peectpauifinore nocsiguenus: UA/3959/01/81 vepmin ait neobmexcermii

Expiry date: 09/2026 Country of origin: Germany

Tepmin npuparuocti:  09/2026 KpaiHa noxomkexHa: Himeuunna
Testing point / Hoxaznnxy Specification / Cneyudirauin Resulls / Control methods/

HEOCH Peayaumamn Memody xoumpoiio

Odour QOdourless. Corresponds QCM, It.1, GHP, H2.2.1
3anax Bel 3anaxy. Bianosigne MK, n.1, GHP, I{ 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
[MpozopicTe Iipoaopuii. Bimnogigac MK/, n.2, €ep.®. 2.2,1

Particulate contamination: Practicaily free from particles, Corresponds h. Eur.2.9.20
visible particles*
MexaHivni BROIOULHBS: MpakTiune Biakunit sin wactor, Bianos 2.9.20
BHJAIMI ugcTen®
Colour Colourless. Conre 222
Koxnoposicth Be36apouui, Bian 222
Colour of ampoules Colourless. Corregpdin
Koaip amnya bezbapeuunii. Rignoky HO
Extractahle volume 2,20-2,53 ml/ampeoule (2,2099-2,5414 g/fampeule). 2,26 mi/a r.29.17
Q6’em, 1HO BHTATACTLCA 2,20-2,53 ma/amny.ty (2,2099-2,5414 rfamnyay). 2,26 Mafam 4D, 29,17
Osmolality 285-315 mosmolikg. 299 mosmol/kg: =#Ph. Eur. 2.2.33
OemoaAnabHICTD 285-315 mocmonn/Kr. 299 mocMOSIL/KS. MKH, n. 7, €ap.d. 2.2 .35
pH 4,7-6,5. 5.8 QCM, It. 8, Ph. Eur. 2.2.3
pH 4,7-6,5. 5.8 MKHA, n. 8, €sp. P, 2.2.3
Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur. 2.6.1,
membrane filier method
CrepsinbHicTs CrepeunsHit. Bianuvsinac MKH, n.9, €ep.d. 2.6.1,
MeToa Memipantot
finbTpanii
Bacterial endotoxing Max. 3,4 LU./ml. <34 LU./ml QCM, [ 10, Ph. Eur, 2.6.14
BakTepianbHi CEAOTOKCHHH Make. 3,4 MO/mn. < 3,4 MO/ma. MK, n. 10, €sp. ©. 2.6.14

Particulate contamination:
sub-visibie particles

Mexaiuini BRIIOYEHHS:
HeBHAHMI YACTKH

Per ampoule:

Max. 6000 particles size = 10 pm.

Max. 600 particles size > 25 pm.

B onHiit amnyni:

Mac. 6000 9acror posmipom = 10 miem,
Mawe, 600 gacTok posmipen > 25 MKM.

8 particles/ampoule
0 particlesfampoule

8 wacrox/amnyay
0 nacrox/amoyay

QCM, It. 11, USP 788,
Ph. Eur. 2.9.19

MKHL, n. 11, ®. CUILA 788,
€ap.d.2.9.19

* the result is taken fom (BC /* peayanratw otpirmyioTs i3 [PC (keutpoite y itponcei sitpobuentna),

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

Manufacturing and quality control ljcense number: DE_BW_01_MIA 2020 0050,
Bupofitnun ginennug: Bionerime Xaitnsmitrens Xeens Um6X, J-p Pexener-wrpace 2-4, 76532 Bageu-Basgen, Hiveuunua,

Homep jtivensii va supobnuureo Ta wowrpono sikoeri: DE_BW 01_MIA_2020_0050.

! hereby confirm that the above information is authentic and acowrate. This bateh of product has been mamufaciured, including packaging/labeling
and quality control at the above mentioned recognrized building in fill compliance with GMP requirements of the local regulatory authority and
with specification in the marketing authorization of the importing cowtry. The batch processing, packaging and analysis records were reviewed and
Sound to be in compliance with GMP.
Unar # nidmaepdicyso, o nasedena euine fropmanin ¢ cnpasscisoe i mounoio. Cepin npenapamy BVIa suzomognend, 8 moaty 4yeni
yuaicodana i nepesipens, 8 Mexcax RPoeOypH KoRMpOA AKocin na 3asimvenili ane sapobinuyiii dinsnuni o noguiill sidnosidnocmi do sutoz
npacan Haresenor Bupotnuvor Hpoxmuru (GMP), ecimanasnennix Miciieeut pezynamopnunt opeaiion, i akone ¢ nosnii eidnoeidnoeni do
crenmrikmtii, nepeobavenux y Higensit na cupodbnuyman xpainn-ivnopmepn 3i cnewiivaninan na npooveyilo, nepeddouenumn OnR
oecnidncysiux aikapeskux sacobia. Joxpsewmauin cmocosne supoGnuumen, naxyeanna | ananizy cepit Gpna nepesipena, | fyno

acinarosRens, o cona cidnoeidac susozan Haneoicnol Bupobnuuor Mpaxmuwn (GMP).

Name / [TIG
Signature / Mianunc:

Position / lNMocaga:

Date of release / lata puRycKy cepii 8 npoxak:

Verena Wieland / Bepena B'cnend

Lirdloa

Onality Control Manager / Ynosnoeaicena ocoda 3 Konmponio nkocini

17.12.202}

Biologische Heilmitte! 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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