-Heel

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: THYREOIDEA COMPOSITUM injection solution in 2,2 ml ampoules Ne5 (5x1)

Hpoayxuis: THPEOILAEA KOMIIO3HUTYM po3uns aas in’exkuiii no 2,2 ma B amnyjax Ne5 (5x1)

Batch Ne: 01215 Batch quantity produced in total (packs): 6295

Homep cepii: 01215 KinekicTs npoayknii B cepii (ymakoBok): 6295

Manufacture Date 08.02.2023 Registration license number: UA/4248/01/01 validity period unlimited

Jata supoGanursa:  08.02.2023 Homep peecTpauniiinoro nocesizgenns: UA/4248/01/01 Tepmin aii Heobmemennit

Expiry date: 01.2028 Country of origin: Germany

Tepmin npuaatrocti: 01.2028 Kpaina noxogxennsn: Himeusnna

Testing point / lloxasnuxu Specification / Cneudixauis Results / Pesyromamu | Control methods/
axocmi KOH 10

QOdour Odourless. Corresponds QCM, It.1, GHP,H2.2.1

3anax Bes zanaxy. Bianosinae MK, .1, GHP, H2.2.1

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

| IlposopicTs IIposopnii. Bignosizae MK, n.2, €sp.D. 2.2.1

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

visible particles*

Mexaniuni prouennn: IpakTnuno sinsuuii pig yacTok. Bianosinac MKH, n.3, €sp.d. 2.9.20

BHANMI 9acTKH®

Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2

Konsoposicrs Besbapsinii. Bignosinae MKS, n. 4, €sp.@. 2.2.2

Colour of ampoule Colourless. Corresponds QCM, It. 5,visually ~

Koaip amnya BesGapsuuii. Bianosinae MEK4, n.5, pisyansno

Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,24 ml/ampoule QCM, It. 6, Ph. Eur. 2.9.17

06'em, o BUTAracTLES 2,20-2,53 ma/ammyay (2,2099-2,5414 r/ammny.y). 2,24 ma/amnyty MK, n. 6, €ep.®. 2.9.17

Osmolality 285-315 mosmol/kg, 307 mosmolkg. QCM, 1t. 7, Ph. Eur. 2.2.35

OcaonanbuicTs 285-315 mocmons/Kr. 307 mocyons/kr. MK, n. 7, €sp.®. 2.2.35

pH 4,0-5,5. 44 QCM, It. 8, Ph. Eur. 2.2.3

pH 4,0-5,5. 44 MEK5, n. 8, €sp.®.2.2.3

Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.,6.1,
membrane filter method

Crepuabsicts Crepnibnui. Bianosinac MK, n.9, €sp.@. 2.6.1, meTon
memOpannol gineTpauii

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

Bakrepiansui engoroxcunn Maxke. 3,4 MO/ma. < 3,4 MO/mun. MKSL, n.10, €sp. @, 2.6.14

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

sub-visible particles Max. 6000 particles > 10 pm. 46 paruclcsfampoule Ph. Eur. 29.19 .

Max. 600 particles > 25 pm.
Mexamiuni Bcaogennn: B onwiit amoyi: 191, @, CILIA 788,
HesnAuMi yacTRY Maxc. 6000 uacrok posmiposm = 10 mics. G
Magxe. 600 wacTox pomipos = 25 My

* the result is obtained from [PC / *pesyasTar orpumytors i3 IPC (kouTpoas y npoueci supobunurag)

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532
Manufacturing and quality control license number: DE_BW_01_MIA_2022_0090.
Bupo6unua ginennus: Bionorime Xaitnemitrens Xeens 'm6X, J-p Pexeser-mrpace
Howmep ninensii Ha BHpoGHUUTEO Ta KoHTpoaio sikocti: DE_BW_01_MIA_2022_0090.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manmifactured, 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.

Luat a niomaepoaicyro, o Hasedena suule inghopmayia € cnpasdicuvoio i mounoto. Cepin npenapamy Gyna suzgmoaqw, a‘.m.qny
yucni ynaxoeana i nepesipena, ¢ medicax npoyedypu KOHMPONI0 AKOCHMI HA 3A3HAYEHIN euule mpo&umﬁ,dmm;‘rr\t@q}_?@{

eionogionocmi 0o eumoz npasun Hanexcnoi Bupoonuyoi Ilpaxmuxu (GMP), 6cmanosnenux Miciesur pezyaamopiunm OP2GHOAL, 4

cneyuicayiamu Ha npodyxyilo, nepedbauenumu Ona Oocnidxncyearux niKapcykux 3acobie. ,ﬁfotgweumﬂlh mbcomp
supobHuymMea, naKyeauKa i awanisy cepii Gyna nepegipena, i GyNo 6CINAHOGNEHD, B0 80HA sidnocﬁdm: UMOZEH | Hareorcn

maxoyc 8 noeniii sidnosionocmi do cneyuirayiii, nepeddauenux y Jiyensii Ha eupobuuymeo xpalﬂu-w _mla‘ }

Bupotnuuuoi Ipakmuxu (GMP).

Name / In’a:
Signature / Ilianne:

Position / Ilocana:

Date of release / [aTa sunycky cepii B npoaas:

Quality Control Manager / Yinosnosasicena 0cosa 3 Konmponio axocmi
17.03.2023

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




JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM VYV KUIBCBHKIA OBJIACTI

npos. Ceitnuaroi Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOr0 B YKpaiHy JiKapchKOro 3acody

19.10.2023 Ne 50839/23/10

TUPEOIJIEA KOMITIO3UTYM
(HalimMeHyBaHHs JTIKapchKOTo 3aco0y 3riZHO 3 peecTpauifiHuM MOCBiAYeHH M)
PO3YMH /Ist iH'€Kii, Mo 2,2 MJI B aMITyJIi; IO 5 amMIyJ1 y KOHTYPHIiil YapyHKoOBiii ynakosui; mo
1 KOHTYPHil YapyHKOBiii ynakosui y Kopooui 3 KapTony
(dhopma BUNyCKY, A03YBAHHSA, BHJI IAKYBAaHHA JIIKapchKoro 3acoly)

Howmep peectpauiiiioro nocsinuenns UA/4248/01/01 crpox ii peectpauiiitoro nocsizuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 01215 KinbkicTs BBE3eHOTO Jikapceskoro 3acoby 6295

Bupo6aux Bionorime Xaitnemitrens Xeens I'M6X, Himeyunna

(HaliMeHyBaHHsA BUPOOHHKA JlikapchKoro 3acoby, kpaiHa noXoKeHHs)

Bge3sero B Ykpainy TosapucTBo 3 06Meskenoio BianosizaapnicTio "KACKAJI MEITKAJI
PEI'TOHM", inent. xon: 35757357

(uaiimenyeanns ta koj 3a €JIPTIOY ropuanusoi ocobu abo npissuue, im'a, no 6arbkosi GisnyHol
oco0H - miampHeMus, ii Miclie MPOXKHBAHHA Ta peec*rpaumﬂun Homep 06uikoBoi Kapnm TJIATHAKA
nojarkis abo cepis Ta HOMep nacnopra)

TIporoxkoa Bisyansnoroe kourposo six 19.10.2023 Ne 3262/20.

3a pesyibTaTaMM AEPKABHOTO KOHTPOJNIO BCTAHOBJIEHO, IO JIKApChKHid {(Facio i 3
JAOTPHMAHHSAM BUMOT 3aKOHOABCTBA 110/10 3abe3neyeHHs AKOCTI JIIKAPCHKHX

Ipuna ITAJIAMAP

(iniuiamy Ta npizBHUIC)

3acTynHHK BaM
o

(nocaanosa




-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product: THYREOIDEA COMPOSITUM injection solution in 2,2 ml ampoules Ne5 (5x1)

Iponyxuis: THPEOIJIEA KOMIIO3UTYM posunn ans in’exniii mo 2,2 ma B ammyaax NeS (5x1)

Batch Ne: 05489 Batch quantity produced in total (packs): 5925

Honmep cepii: 05489 Kinekicrs npoaykuii B cepii (ynaxosok): 5925

Manufacture Date 06.03.2024 Registration license number: UA/4248/01/01 validity period unlimited

Jata pupo6uuursa:  06.03.2024 Homep peecTpaniiinoro nocsigueHHs: UA/4248/01/01 Tepmin aii HeoGmexennii

Expiry date: 02.2029 Country of origin: Germany

Tepmin npuaaTHocti:  02.2029 Kpaina noxomaeHH:A: Himeuyunna

Testi nt / Hoxasnuiu Specification / Cneyudixayin Results / Pesyavmamu | Control methods/
aKocmi Menodu koumponio

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

3anax Bea 3anaxy. Bianosizae MK, n.1, GHP, H2.2.1

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

IposopicTs I po3opuii. Bianosiaae MK/, 0.2, Cep.®,2.2.1

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

visible particles*

Mexaniani sraoenns: IpakTuuno Binsnnii BiA 4acToK. Bianopigac MKH, n.3, €op.d. 2.9.20

puAuMi sacTrn®

Colour Colourless. Cormresponds QCM, It. 4, Ph. Eur. 2.2.2

Koasoposicts Beabapsuuii, Bianosizac MKH, n. 4, Cep.®. 2.2.2

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

Konip amnyn Beabapsuuii. Bianosinac MK, n.5, sisyansno

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, WO BUTATAETHCR 2,20-2,53 ma/amuyay (2,2099-2,5414 r/amnyay). 2,27 mu/amnyay MK, n. 6, €ep.®. 2,9.17

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

OcmonaabiicTs 285-315 mocmons/xr. 303 mocmons/kr. MKS, n. 7, €sp.®. 2.2.35

pH 4,0-5,5, 4,7 QCM, It. 8, Ph. Eur. 2.2.3

pH 4,0-5,5. 4,7 MKS, . 8, €op.@.2.2.3

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
membrane filter method

Crepuabnicrs Crepuasnuii. Biznoninac MKH, n.9, €sp.®. 2.6.1, seton
semBpaiiol dinsTpauii

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

Bakrepianeni engoroxcum Maxc. 3,4 MO/ma. < 3,4 MO/mn. MKH, n.10, €sp. @. 2.6.14

Particulate contamination: Per ampoule: QCM, Ir. 11, USP 788,

sub-visible particles Max. 6000 particles > 10 pm. 13 particles/ampoule Ph. Eur. 2.9.19

Max. 600 particles > 25 pm. i
Mexauniuni praoens: B onuiit amnyani: % i1, n. 11, ®. CLUA 788,
HEBHANMI YACTKH Make. 6000 wacrok posmipos = 10 M. '(g( N :
Make. 600 wacrok posmipos > 25 smkm \“e" %

* the result is obtained from IPC / *peayasTaT orpustyiors i3 IPC (koutposs y nponeci supobunursf)

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.
Bupofunua ainsunus: Biosorine Xaiabsmitrens Xeens I'moX, 1-p Pekeser-urpace N
Howmep niuensii na supo6uunrso Ta Kourpomo sikocri: DE_BW_01_MIA_2023_0093.

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 requiremenis of the local
regulatory authority and with specification in the marketing authorization of the importing country. The batch processing, pgekagi_qg\ggd
analysis records were reviewed and found to be in compliance with GMP. A25v031HA SN

Hust 5 niomeepdsicyio, wo nasedena suue inropaanin € cnpagxcnsolo i mounoro. Cepia npenapamy dyna au";mmﬁtm;,\\
yucni ynaxosana i nepegipena, 6 Medicax npoyedypu Konmponio AKocmi na 3a3naueniii suuie aupaﬁmm_iﬁ' ﬁiﬁ’mum' ¢ uaanitﬂl(: k
sidnosionocmi do sumoz npasun Hanesicnol Bupodnuuor Ipaxmuxu (GMP), ecmanosnenux micyesun pezy.hﬁ!bpl{lrm . f'dh:\d \a ]

iol] |
< |

R,

makKodic 6 nogitiii ¢idnogidnocmi éo cneyuiragii, nepeddauenux y diyensii na eupobnuymeso xpafuu—iamapn@p?{:}.wé}i! iFFW |
na npodyxyiro, nepedfavenunu Oan docnidvcysanux mikapcykux 3acodie. JoKyMenmayis cmocosno eupodnuymsa, noepeanna i |- ||
ananisy cepil Gyna nepesipena, i Gyno ecmanoeneno, uio sona eionosidac eusozam Hanevciiol Bupoonuyoi lpakmusu (GMP). - ,

Name/ Im’sa: Verena Wieland / Bepena B’enend
Signature / [Tinnue: < 4
1
Position / ITocapa: Quality Control Manager / Ynosnogaicena ocooa 3 Konmponio AKocmi
Date of release / [lata Bunycky cepii B npoaask: 02.05.2024

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



JAEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM ¥ KUIBCBKIA OBJACTI

npos. Ceitnuanoi Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3€HOr0 B YKpaiHy JiKapchKOro 3acody

14.10.2024 Ne 51608/24/10

THPEOIJEA KOMIIO3UTYM

(HaiiMeHyBaHHS NiKapchKOro 3acofy 3TiZHO 3 peecTpaliifHHM MOCBiIYEHHAM)
PO3YHH ISt iH'€KNiN, 0 2,2 MJI B aMITYJIi; IO 5 aMInyJ1 y KOHTYPHIH YapyHKOBiH ynakosui; mo
1 KOHTYpHiii YapyHKOBii ynakoBui y Kopooui 3 KapToHy

(hopma BHITYCKY, I03yBaHHSA, BH NaKyBaHHA JiKapchKoro 3acoby)
Howmep peectpauiiinoro nocsizuenns UA/4248/01/01 crpox aii peecrpauiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 05489 KinskicTs BBe3eHoro nikapcskoro sacoby 3000

BupoGHHK Bionorime Xaitnemitrens Xeens I'M6X, Himeyunna
(naiiMenyBanHs BHpoOHHMKa NiKapChKOTo 3aco0y, KpaiHa MoXoUKeHH:)

Baeseno B Ykpainy Tosapucreo 3 o6mexenoro BignopinaabnicTio "KACKAJL MEJITKAJI
PEI'TOHM", inenr. xox: 35757357

(naiimenysanns Ta ko 3a €JIPTIOY opuarunoi ocobu abo npiseuie, iM' 4, 1o Oarekosi diznunol
ocobu - mignpuemus, i micue NPO’XHBAHHA Ta pecm‘paumuuu HOMEDLANIKOBOT KapTKH IUIaTHHKA

ITpotoxkoa Bizyaasnoro koutpoaso six 08.10.2024 Ne 3065/27.

3a pe3ynbTaraMHd [ICPKaBHOI0 KOHTPOIK  BCTAHOBJIEHO, 1O ﬂiKﬂpChKH

JOTPHMAHHHAM BuMOT 3aKOHOJIABCTBA MIO/I0 3abe3neyeHHA AKOCTI JIIKapCh

//é @d/ Bixtop CTE®KIBCbKHMH

HTPOJ1I0) mzmuc (ininianu Ta np::mnmc}
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