-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product: SOLIDAGO COMPOSITUM S injection solution in 2.2 ml in ampoules Ne5 (5x1)
Hpoavkuis COJIJAT'O KOMITO3HUTYM C posunH fas in’exuiii mo 2,2 ma B ammysnax Ne3 (5x1)
Batch Ne: 00699 Batch quantity produced in total (packs): 5916
Homep cepil: 00699 KiaskicTs npoaykuii B cepii (ymakoBok): 5916
Manufacture Date 12.12.2022 Registration license number: UA/4374/01/01 validity period unlimited
Hata supoGuunTea:  12.12.2022 Homep peecrpauiiinoro noceinyenns: UA/4374/01/01 Tepmin aii HeoOmexenuii
Expiry date: 11.2027 Country of origin: Germany
Tepmin npuaaTHocri:  11.2027 Kpaina noxomxenus: Himeuunna
Testing point / Mokasuuxu Specification / Cneuudhixauin Results / Peaynomamu | Control methods/
Aaxocmi Men KOHMpORio
Odour Odourless. Corresponds QCM, It.1, GHP,H2.2.1
3anax Be3 3anaxy. Binnosinae MK, n.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
IlpozopicTs Ilposopuii. Bianosizac MK/, n.2, €sp.@. 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles* :
Mexaniuni BRIIOYCHUA: ﬂpaﬂulllm BinbHNI BiX YaCTOK Binnosinae MEKS, n.3, GBII.O. 2.9.20
BIAIMI HacTKI®
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Konsoposicrs Besbappruii. Bianosinae MK, n. 4, €sp.@.2.2.2
Colour of ampoule Colourless. Corresponds QCM, It. §, visually
Konip amnyn Besbapsunii Binnosinae MEKJSI, n.5, pisyansuo
Restractable volume 2,20-2,53 ml/ampoule (=2,2099-2,54 14 g/ampoule). 2,26 ml/ampoule QCM, It. 6, Ph. Eur. 2.9.17
006'enm, 0 BUTATacTHEA 2,20-2,53 mn/ammnyay (=2,2099-2,5414 r/amnyny). 2,26 ma/amnyny MEKH, n. 6, €sp.D. 2.9.17
Osmolality 285-315 mosmol/kg. 299 mosmol/kg, QCM, It. 7, Ph. Eur. 2.2.35
OcmonabhicTs 285-315 moemonb/Kr. 299 mocMonb/Kr. MEKSL . 7, €8p.®. 2.2.35
pH 5,0-6,7. 5,6 QCM, It. 8, Ph. Eur. 2.2.3
pH 5,0-6,7. 5.6 MK, . 8, €sp.®. 2.2.3
Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6.1,
membrane filter method
Crepuasticrs Crepunsinuii. Bianosinac MK5, n.9, €op.D. 2.6.1, meTon
membpannol dinsTpauil
Bacterial endotoxins Max. 3,4 LU./ml. <34 LU/ml QCM, It. 10, Ph. Eur, 2.6.14
Baxrepiansni engorokennn | Mage. 3,4 MO/mn. < 3,4 MO/ma. MEKSI, n. 10, €pp. @. 2.6.14
Particulate contamination: Per ampoule: QCM, It. 11, USP 788,
sub-visible particles Max. 6000 particles > 10 pm. 17 paxtlclcsfampoule Ph. Eur. 2.9.19
Max. 600 particles > 25 pm. -
Mexaniuni paouenus: B oawiil amny.ri: .
seniuxiMi YacTKN Magxe. 6000 uacrok po3sipost = 10 muar.
Magxke, 600 gacrok po3sipom > 25 sk

* the result is obtained from IPC / *pesyastat orpusyiors is IPC (kourpoas y nponeci supobun

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.

Bupobun4a ginennusn: bionorime Xaiiasmirrens Xeens I'm6X, JI-p Pexeser-mrpace
Homep niuensii #a sHpofunurso Ta konTpoJio gkocti: DE_ BW_01_MIA_2022_0090.

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 (5) 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.

Lusm a niomeeposicyto, uio nasedena suwge ingpopmayin € cnpasicusoio i mounoilo. Cepia npenapamy oyna 6U20mognena, § momy
uucai ynaxoeéana i nepesipena, 6 Medcax npoyedypu KORMpORI0 AKocmi HaA 3a3naveniil euuie eupoGHuYii dinvnuyi € noeHii
gidnogionocmi do sumoz npasun Hanedxenoi Buposuuuoi Mpaxmuku (GMP), scmanoeneniex micyesus pezyiamopsiM opzanom, a
maxoyc 8 nosniii eidnogidnocmi 0o cnewuepivayiii, nepeddavenux y Jlinensii na eupodruymeo Kpainu-innopmepa 3i
cnequikayiamu  Ha npodykyilo, nepeddauenusu Onx Oocnidxwcysanux nikapcekux 3acobie. [Joxymenmayia cmocoeHo
supobHuYmea, nakyeania i ananizy cepii dyna nepesipena, i Oyno 6cmaHo6neno, o eoHa afdnaaldae Jw:mzm Hane:m:noi

Bupotnuuoi Hpakmuku (GMP).

Name / ITIB:
Signature / Ilinmuc:

Position / ITocana:

Date of release / lata Bunycky cepii B npogax:

20.02.2023

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



AEPKABHA CJIYIKBA 3 IKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJACTI

npos. Ceitimmunoi Hapii, 3, m.Kuis, 02099, ren/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpPAiHY JiKapcbKOro 3acody

14.10.2024 Ne 51606/24/1011

COJILIATO KOMITIO3UTYM C
(HafiMeHyBaHHA NTIKapCHKOro 3aco0y 3riIHO 3 peecTpauifHAM MOCBITYEHHAM)
PO3YHH A in'exniit; mo 2,2 MJ1 B aMnyJii; no 5 amnya y KOHTYpHil YapyHKoBiii ynakosui; no
1 KOHTYPHIil YapyHKOBiil ynakosui y kopooui 3 KapToHy
(thopma BMNyCKY, Z03YBaHH#A, BHJ NaKyBaHHA JiKapchKoro 3acoby)

Howmep peectpauiitioro nocsinuenns UA/4374/01/01 crpoxk nii peectpauiiisoro nocsizuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 00699 KineKicTs BBE3€HOTO Jikapeskoro 3acoby 2916

BupoGHuk Bionorime Xaitsmitrens Xeens I'm6X, Himeuunna
(naiiMeHyBaHHS BHPOGHMKA TiKAPCHKOro 3ac00y, KpaiHa NOXOUKEHHS)

Beesero B Ykpainy ToBapucTro 3 odmexenoro BianosinanenicTio "KACKAJI MEJIIKAJI
PEI'TOHM", inent. xon: 35757357
(naitMenysanns Ta koa 3a €JIPTIOY ropuanuHoi ocobu abo npissuile, im'a, 10 6aTbKOBI (izn4HOT
ocobu - nignpHemus, il Micie NpoXHBAHHA Ta peecTpauiiiHuii HoMep 001iKOBOT KAPTKH MUIATHHKA
nopartkis abo cepis Ta HOMEp nacnopTa)

IIporokos Bizyansnoro kourpomo six 07.10.2024 Ne 3065/25.

3a pesynapTaTaMH IePKABHOTO KOHTPONKO BCTAHOBJIEHO, IO JKapChKHH 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MIO0 3a0e3neyeHHs AKOCTI TiKapeh

//é . @5/ Bikrop CTE®KIBCHKHIA

&
‘6/ tmanncy (iHiuiany Ta npi3sHule)




JAEPKABHA CJIVKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIU OBJIACTI

npos. Ceimimaroi Hamii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOT0 B Y KPaiHY JIKapCchbKOro 3acody

21.12.2023 Ne 50838/23/10

COJILIATO KOMIIO3UTYM C

(HaiiMeHYBaHHA TIKApCHKOr0 3aco0y 3riflHO 3 peecTpalliHHMM OCBITYEHHAM)
PO34HH IS iH'€Kuiii; no 2,2 Ma B aMIyJIi; 0 S aMIyJ1 y KOHTYPHil 4apyHKOBil ynakosui; no
1 KOHTYpHiif YapyHKOBiil ynakosui y kopo0Oui 3 KapTony
(thopma BHIyCKY, 103yBaHHS, BH AKyBaHHA JiKapCbKOro 3acoby)

Homep peectpauiitroro nocsizuenns UA/4374/01/01 crpox zii peecrpamiiinoro nocsimuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 00699 KinbkicTs BBe3eHoro mikapceskoro 3acoby 3000

Bupo6uuk Bionorime Xaitnsmirrens Xeens I'm6X, Himeyunna
(HaiiMeHyBaHHA BHpOOHHKA MiKapchKOro 3acofy, KpaiHa MOXOKeHH:)

Baeseno B Yipainy ToBapucTBo 3 06Mezkenoio BinnosinanbricTio "KACKAJI ME/IIKAJI
PET'TOHM", inenr. xon: 35757357

(naiiMenyBanua Ta koa 3a €JIPTIOY ropuanunoi ocodu abo npizsume, im'a, no 6atbkosi dizHyHOT
ocobu - mianpuemiLd, ii Miclie NPOXXUBAHHS Ta peecTpauiitnuit HoMep 00miKOBOT KAPTKH NAaTHHKA
noparkis abo cepis Ta HOMEp nacnopTa)

Iporokon Bisyansuoro kourpomo six 24.10.2023 Ne 3262/19.

Jlaboparopruit aHaTi3 AKOCTI TiKapchKoro 3acoby 3aiiCHEHHI:

JII "IenTpansna 1abopartopis 3 aHami3y SKOCTI JIIKapChKHX 3ac00iB 1 MEIHYHOT TIPOMYKIIii"
(m.Kuis, Byn. Kyapssceka 10r m.Kuis, Byi1. Kyapsasceka 8B Kuiscbka o6nacts, ¢. Hosi Ilerpisui,
By IBana ®panka, 19)

(naiiMenyBaHHs Ta MicuesHaxokenHs nabopartopii, mo nposena nabopaTtopHuii aHam3 AKOCTI)

BHCHOBOK 11010 SKOCTi JikapcsKoro 3acoby, Buaanuii naboparopiero ix 17.11.2023 Ne 2169
PesynsraTi 1a60paTOPHOro aHaIi3y AKOCTI JlikapchKoro 3acoly 3a mepesipenumu nokasuukamu BilMoBiiawoTs
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