QUALITY CERTIFICATE / CEPTU®IKAT SIKOCTI

-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

Product: GRIPP-HEELS, tablets Na 50 in containers
Ipoayxkuis: I'PUIT-XEEJIb, TabmeTicn NoS0 y kouTeiinepax
Batch Ne: 96281 Batch quantity produced in total (packs): 26139
Homep cepii: 96281 Kinexicrs npoaykuil B cepil (ymaxosox): 26139
Manufacture Date 22/10/2021 Registration license number: UA/4268/02/01 validity period unlimited
JlaTta BupoGHUUTBA: 22/10/2021 Homep peecrpauifinoro nocsigueHHs: UA/4268/02/01 Tepmin ail HeoOMeKeHHH
Expiry date: 09/2026 Country of origin: Germany
Tepmin npraaTHoCTi: 09/2026 Kpaiua noxomaenHs: HimMeuuuna
Testing point / Specification / Results / Control methods/
| [orowuey Cnenndirauia Pesyasmamu
Description Round, planar tablets with facet. Corresponds QCM, It. 1,visually
Onuc Kpyrai naocki Tabaerkn 3 dackoio. Binnosinae MKSI, n.1, BisyansHo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur. 2.3.4
3anax Bes 3anaxy. Bignosinae MIS, n.2, €sp.®.2.3.4
Colour White to yellow-white, colour field 1A1-1A2, White,colour field | QCM, It.3,visually, pocket
Possible black and yellow points may occur. 1AL encyclopedia of colours Muster-
Present black and | Schmidt
yellow points
Kouaip Bia 6inoro go xosT0-Ginoro, wkana koasopis 1A1-1A2, Biauit, wkana MK, n.3, gisyansHo,
Mozxausi TeMHi TA #KOBTI BKpanaeHHs. Konsopis 1A1. KHIIEHBKOBA CHUMKOMEin
Mpucyrsi Temui Ta | koasopis Muster-Schmidt
JROBTI BKPAMJICHHS
Average mass 298-304 mg, nominal mass: 301,5 mg. 300 mg QCM, It. 4, Ph, Eur. 2.9.5
Cepenus maca 298-304 mr, Hominansna mMaca: 301,5 mr. 300 mr MK, n.4, €sp.®. 2.9.5
Uniformity of mass Must correspond to Ph. Eur. Corresponds QCM, IL. 5, Ph. Eur. 2.9.5
Onxopianicts Macu | Mae Binnosinatu €sp.®. Bianosizae MKH, n.5, €sp.@.2.9.5
Disintegration time Not more than 15 minutes, 3,82 minutes QCM, It. 6, Ph. Eur, 2.9.1
Poanaganus He Ginbue 15 xsuaun. 3,82 XBHANH. MKJS1, n.6, €sp.®.2.9.1
Friability Max. 1,0%. 0,2% QCM, It. 7, Ph. Eur, 2.9.7
Crupanictn Make. 1,0%. 0,2 % MKH, n.7, €sp.®. 2.9.7
Hardness 30-70 N. 58N QCM, It. 8, Ph. Eur. 2.9.8
CriiikicTs 1o 30-70 H. 58H MK, n.8, €sp.®. 2.9.8
PO3AABII0BAHHSA
Microbiological Ph, Eur. 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12,
purity TAMC: max. 10 CFU/g, <10 CFU/g 2.6.13
TYMC: max. 10" CFU/g. <10 CFU/g
Staphylococcus aureus ( in 1 g): absence. Corresponds
Pseudomonas aeruginosa ( in 1 g): absence. Corresponds
€ep.d, 5.1.4; MKA, n.9, €ep.@. 2.6.12,
Mikpo6ioaoriuna TAMC: make. 10* KYO/r, ;
qncToTa TYMC: make. 10' KYO/r.
Staphylococcus aureus ( B 1 r); BigcyTHicTs.
Pseudomonas aeruginosa ( 8 1 r): siacyTnicts.

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-{pad=
Manufacturing and quality control license number: DE_ BW_01_MIA_2020_0050
BupoGuuua ainsunus: Bionoriwe Xaiiasmitrens Xeeas I'm6X, JI-p Pexeser-utpace 2-4,
Homep aiuensii Ha upobuuuTso Ta kourtpoaio sikocti: DE_BW_01_MIA_2020_0050

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 (s) 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 n nidmeepdicyro, uio nasedena enule indopmanin € cnpasdicivoro i mounoo. Cepin npenapamy dyaa aumnwmam, 6 momy uucai
ynaxoeana i nepegipena, @ sevicax npoReOypl KORIMPORIo AKOCHE 1A 3a3nayeniit eunge supodnuyiii dinsnuyi ¢ nosuiit srdn
npaeun Hanesenoi BupoGnuvoi Hpakmuru (GMP), ecmainiosnenux Micueeus pezyaamopuus opzanoM, @ maxodic 6 n
cnenuirayiia, nepeddavenux y JMiyensit na supobuuymso rpainu-istnopmepa 3i cneyudixayiasm na npody
docriducyeanux nixapeokux 3acobie. Joxymenmayia cmocosno cupodnuwmea, naxyéanin [ ananizy cepil);
écmatioaneno, uio sona gionoeidac sumozan Hanescnor Bupobuuuol Hpaxmuxu (GMP).

Name / ITIbG: Verena Wieland / Bepena B’caend
Signature / Miannec: - M
1
i ;L/I -&

b\

Quality Control Manager / Ynosnosaycena oqo&a‘:r gmfnq;rép?;ﬂocm
06.12.2021

Position / Iocana:
Date of release / [lata Bunycky cepil B npogax:

——

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 CJIVKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM V KHiBCBKIN OBJIACTI

npos. Ceimimunoi Hanii, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B YKpaiHy JIiKapCcbKOro 3acody

10.02.2025 Ne 4244/25/1011

I'PUII-XEEJIb

(naiiMenyBaHHS MIKApCLKOro 3acoby 3riHO 3 peecTpaLiiiHAM MOCBIT4EHHAM)
TabuaerkH, no 50 Tabaerok y koHTeiiHepi moainponizenosomy; no 1 KouTelnepy B Kopooui 3
KapTOHY

(bopma BuMyCKy, N03YBaHHS, BUJ TaKyBaHHA JiKapcekoro 3acoby)
Homep peectpauiitoro nocsinuenns UA/4268/02/01 crpox aii peectpauiiinoro nocsizgenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 96281 KinbkicTs BBe3eHOTO Jikapcskoro 3acoby 6400

Bupo6ruK Bionorime Xa#nemitrens Xeeas I'mM6X, HiMmeuunna

(HalimMeHyBaHHsA BUPOGHHKA TiKAapCHKOro 3acoly, KpaiHa MoXo/DKeHH)

Beeseno B Ykpainy Tosapucreo 3 oomexenoio BignosigansnictTio "KACKAI MEJATKAJI
PEI'TOHM", inenr. xox: 35757357

(uaumenysaﬂuﬁ Ta KO 32 C,E[PI'EOY I0pHANYHOT 0co0H a60 npl:i

Onsera EPBOMEHKO

(ninmic) (iminiany Ta npissuie)




AEPKABHA CJIYKBA 3 IIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM Y KHIBCBKIN OBJIACTI

npoB. Ceitimmunoi Hapii, 3, m.Kuis, 02099, ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpPAiHy JIIKapCbKOIo 3ac00y

08.01.2024 Ne 66946/24/10

I'PUII-XEEJIb
(naiiMeHyBaHHA NiKapchKOro 3aco0y 3riiHO 3 peecTPauiHHUM NOCBIA4CHHAM)
Tabuerku, no 50 Tabnerok y KoureiiHepi nosinponiienoBomy; no 1 Konreinepy B kopoodui 3
KapTOHY
(dhopma BHMycCKy, A03YBaHHS, BHJI IAKYBaHHA Jlikapchkoro 3acoby)

Howmep peectpauiitioro nocsinuenns UA/4268/02/01 crpox aii peectpauiittoro nocsizyenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 96281 KinbkicTs BBe3eHOTO Nikapceskoro 3acoy 12000

BupoGruk Bionorime Xaitnemitrens Xeens I'moX, Himeyunna
(naiiMeHyBaHHA BHpOOHHKA JiKapchKoro 3acoby, KpaiHa NoXopkeHHs)

Baeseno B Ykpainy Tosapucrso 3 oomexenoro BianosinaapuicTio "KACKAJI MEJITKAJI
PEI'TOHM", inenr. xon: 35757357

(naiimMenyBanas Ta koa 3a €[IPTIOY iopuanaHoi ocobn abo npisgea

IIporoxoa Bizyansuoro kourposmio sin 08.01.2024 Ne 4248/9.

3a pesynbTaTaMH EPXKABHOIO KOHTPOJIIO BCTAHOBJEHO, WO JKapChKHH

Bitaniit BOHJTAPEHKO

(ninm:c)\ (imiuianm Ta npissuiLe)
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