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AEPKABHA CJIY/KBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKI OBJIACTI

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

BUCHOBOK
Npo SIKICTHL BBE3€HOro B YKpaiHy JiKapchKoro 3acody

17.11.2023 Ne 56664/23/10

JIIM®OMIO30T
(HaiimenyBanns nikapebkoro 3acofy 3riHO 3 PEECTPALiiHAM [HOCBiAYEHHsM)
Kpani opasbHi, no 30 mu y paakoni-kpaneasnuui; no 1 guaxony-kpaneasHuni y kKopooi 3
KapTOHY
(dopma sunycky, 103yBanns, BUA NAKYBaHHA AiKapchKkoro 3acofy)

Howmep peectpaniitnoro nocsinuenns UA/6673/01/01 crpox nii peecrpauiiiroro nocsiggenns 01.01.2099
Cepis nikapcskoro sacoby Ne 02958 Kinsxicts BBeseHoro mikapenkoro 3acody 30550

Bupobrnx bionorime Xanmemitrens Xeens I'm6X, HiMeyurna

(naitvenyBanas BUpOOHHKA MIKAPCEKOro 3ac00y, Kpaia MOXomKeHHs)

Breseno B Ykpainy Tosapuctso 3 odmeskenoro Bignosinansuicrio "KACKAI MEJAIKAJL

PEI'TOHHN", inenr. won: 35757357
(nafimenysanus Ta xox 3a €JIPTIOVY 1opummanof ocobu abo
0cobH - miAnpHemIs, Ti MicLe MPOKUBAHHSA Ta peccTparii

nonarkis ado cepis Ta HOMe

Tporoxkon Bisyansnoroe kourposo sig 15.11.2023 N 3614/10.

3a  pesynbTaTamMM  JIEPKABHONO KOHTDOJNIO BCTAHOBIEHO, MO  JIKAPCHKHI Yipainy 3
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Biologische Heilmittel Heel GmbIi

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Baden-Baden, Germany

Product: LYMPHOMYOSOT?®, oral drops 30 ml in dropper bottles Nel

Ipoayuis JOIMPOMIO3O0T, kpanni opansui no 30 miu y duakonax-kpanenbuunsx Nel

Batch Ne: 02958 Batch quantity produced in total (packs): 30550

Howmep cepii: 02958 KinbkicTs npoaykuii B cepii (ynakosox): 30550

Manufacture Date 25/07/2023 Registration license number; UA/6673/01/01 validity period unlimited

Hara supoGunuraa: 25/07/2023 Homep peectpauiitnoro nocsigdeHus: UA/6673/01/01 Tepmin aii neoGmenenuii

Expiry date: 06/2028 Country of origin: Germany

Tepmin npuaaTHoceTi: 06/2028 Kpaina noxoaxenns: Himeuunna

Testing point/ Specification / Results / Control methods/
Hoxaznugu axocmi Cneyuirayis Pesyavimamu Memodu konmponio
Qdour Of ethanol. Corresponds QCM, It. 1, GHP, H 2.2.1
3anax Eranony, Bianoginae MK$, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It, 2, Ph. Eur, 2.2.1
TpolopicT [Ipo3opuii. Bignosigae MK, n.2, €sp.P. 2.2.1
Colour Slightly light yellow to light yellow. Slightly light yellow | QCM, I, 3, visually
Koaip Bin 3nerka esiT/i0-3K0BTOro A0 CBIT/IN-KOBTOrO, 3aerka csitao- MKH, n.3, sisyannuo
AHOBTHH
Degree of tint 20-50 Hazen (test solution). 30 Hazen QCM, It. 4,visually,”Aquaguant
Color” colour scale

Konvopoeicrs 20-50 Xazenie (sunpoGopysaunii po3unn). 30 Xasenis MIKH, nd, sisyansuo, mkana

koanopis "Aquaquant Color”

Ethanol content 33%-37% vol. Theoretical content of ethanol: 35% vol. 36 % vol. QCM, It. 5, depending on
density Ph. Eur. 5.5

ETanon 33%-37% o6, Teoperntutii smicr erauony: 35% ob. 36 % o6. MEKSI, n.5,8 3anexnocri sing
ryctuni€pp. . 5.5

Relative density 0,954-0,960. 0,956 QCM, It. 6, Ph. Eur. 2.2.5

Binnocna rveriia 0,954-0,960. _0.956 MK4, n.6, €ep.b, 2.2.5

pH 5,3-6,8. QCM, It. 7, Ph. Eur, 2.2.3

pH 5,3-6,8. MKSL, w7, €sp.D, 2.2.3

Microbiological
contamination *

MikpoGioaoriuna
mreToTs "

Total quantity of allowed viable microorganisms in the preparat}

TAMC(bacteria): not more than 102 CFU/ml,

TYMC (yeasts and moulds): not more than 10! CFU/ml.
Escherichia coli is not allowed in 1 ml

Y npenapari A0nYCKACTHLA JATAILNA KINBKICTD MUTTE3XA
MiKpooprauiisis;

TAMC (Gascrepiit): ne Ginsme 107 KYO/ma,

TYMC (npimmxis Ta naicencesux rpudis): ue Guimme 10°
KYO/ma.

He ponycraerbes nasisuicrs Escherichia colin 1 s

Bianosigae

QCM, It. 8,
Ph. Eur. 2.6.12, 2.6.13, 5.1.4

MICST, 1.8,
€ep.0.2.6.12, 2.6.13,5.1.4

*cvery 5-th batch is tested / *nposoauTeen ana Kool 54§ mapril

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_2023_0044.
Bupo6unua ainpuuna: Biosorinre Xaitnemitrens Xeens I'mGX, [I-p Pexeser-mrpace 2-4, 76532 Banen-banex, Himewunna,
Homep ninensiy na BHpoGHUUTEO Ta KoHTpOMO siKocri: DE_BW_01_MIA_2023_0044.

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

Hust s nidmeepdacylo, o nasedena suwge infopmayia € cnpagocivoio i mounoi. Cepin npe;mparrgr 6_wra auzOMmOGRENd, 6 NMIOMY

yucni ynaxosana i nepesipena, 6 Meycax Mpoyedypu Koumponio akocmi Ha 3djnavenit en e lH'H'H oinenuyi & noanif

sionosionocmi d0 eumoz npasun Hanescnol Bupoonuuor IIpaxmucu (GMP), scmanosner / e
maKodc ¢ noguiii gidnogionocmi oo cneq 150 ﬂlﬂﬂ, cpdauenux y Jiyensit na eupobuu 3

na npodykyio, nepeddavenumu onn kg "TJ
enanizy cepii Gyna nepegipena, i oy /

Name / IIIB:
Signature / Ilinnanc:

Position / ITocaaa:
Date of release / lata Bunycky cepii B
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