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JEPXJIKCITYXBA YKPATHU
JAEPKABIA CIIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCBKIU OBJACTI

npocnekt Banepis JloGanoseskoro, 51, m. Kuis, 03110, Ten/tbaxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo SIKICTL BBE3eHOro B Y KpaiHy JikapchKoro 3acoby

29.05.2020 Ne 24525/20/10

XEIEJIb

{ualiseryBanns rikapcskoro 3acoly 3TiANG 3 peecTpaLliiiHuM NOCBLMEHHIM)
TabjaeTK, no 50 Tabxerox y koureiiepi noxinponizenosomy; o 1 Konreiinepy 8 Kopobui 3
KapTOHY

{(hOpMA BUITYCKY, /IO3YBARHSA, BHII NAKYB2HHS JIKAPCHKOTO 3aC05Y)
Howmep peecrpauitinoro nocsipuenns UA/7887/01/01 crpox aii peectpauiiinoro nocsiguenns 01.01.2099
Cepia nikapeskoro sacoby Ne 90975 Kinekicts BReaeHoro nikapcwxoro sacoGy 12000

Brpo6unk Bionorime Xalnemitrens Xeens I'mO6X, HiMeaanna
(rafiMeHyBaRH% BApoSInika AiKapeeKoro 3acoby, KPatHA NOXOKeHHA)

Beeseno B Ykpainy Tosapucreo 3 oGMesenolo sianosizansuicrio "IOBIAN ®APM

TPEF[I[", inent. kom: 39278099
(uafimenysanna Ta koa 3z CHPTIOY wopuam=nol ocobu aGo npizsuime, iM'a, no GaTexor disnano]

ocofiu - nianpremin, 1T Mictie mpokuianig Ta peectpanibinuit somep obnikonol KAPTKN INATHHKA
moaarxis afo cepig Ta HOMep nacnopTa)

TIpoTokon Bisyansroro kourpomo sin 21.05.2020 N 1562/18.

3a pesynbTaTaMH JEPKABHOIO KOHTPOMIO BCTBHOBJIEHO, {0 JNixapcexkuit 3aci0 mBeseso B VYepaiHy 3
ROTPHMAHHAM RHMOT 3aK0HOAABCTRA MO0 3afiesneuenns AKoCTi nikapeekuX 3acobis.
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QUALITY CERTIFICATE / CEPTU®IKAT AKOCTI

-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany %

Product; HEPEELS?, tablets Ne 50 in containers
Hpoayikuin: XEIIEJIb, rabaerxn Ne50 y xoHTelinepax
Batch Ne: 90975 Batch quantity produced in total (packs): 25794
Homep cepii: 90975 Kinpxicre npogyxuii B cepil (ynawxosox): 25794
Manufacture Date 06.03.2020 Registration license number: UA/7887/01/01 validity period unlimited
Hara supobunnrsa: 06.03.2020 Homep peecTpaniiinore moepinuenns: UA/7887/01/01 Tepmin aif Heobmemennit
Expiry date: 02.2025 Country of origin: Germany
Tepmin npugaraocTi; 02.2025 Kpaina noxomuenns: Himeyunna
Testing point / Hoxasnuxu Specification / Results / Control methods/
axocmi Cnewudhixauin Pezvasmanu Memodu xormpos
Description Round, planar tablets with facet, Corresponds QCM, It. 1,visually
Onnc Kpyrai noocki Tabaerkn 3 dackoro. Binnosizae MK, n.1, pisyansno
Odour COdourless, Cormresponds QCM, It. 2, Ph, Eur. 234
3amax Bes 3anaxy. Bignosigae MK, n.2, €8p.®. 2.3.4
Colour White to orange-white,colour field SA1-5A2; possible White, colour field SA1, | QCM, It.3,visually,
orange points may occur. sporadically orange spots | pocket encyclopedia of colours
Muster-Schmidt
Konip Bia 6imoro Ao opanmeno-Gigoro,luKana KoALopie SA1- Binnii, mxana MESL, 0.3, pisyansuo,
5A2; mosmubi TooAMHOKI Opanesi BRpan/enn, KOOLOpiB 5A1, KHINEHLKOBA eHUHKIONeis
TpucyThi mooanroki | Konbopis Muster-Schmidt
OpaHKeRi BKpanJenus
Average wieght 298-304 mg, nominal mass; 301,5 mg. 302 mg. QCM, It. 4, Ph. Eur. 2.9.5
Cepenna mMaca 298-304 Mr, nominaabHa macas 301,5 mr. 302 mr. MKJ, n4, €sp.P. 2.9.5
Uniformity of mass Must correspond to Ph. Eur. Corresponds QCM, It. 5, Ph, Eur. 2.9.5
OpnHopiggicTs macn Mae sinnosinaTa €sp.0. Binnosigac MKH, n.5, €5p.0.2.9.5
Disintegration time Not more than 15 minutes. 2,37 minutes, QCM, It. 6, Ph. Eur, 2.5.1
Po3nananns He Ginpme 15 xpmin. 2,37 xBRanHN. MK, 1.6, €p.0.2.9.1
Friability Max. 1,0%. 0,3 % QCM, It. 7, Ph. Eur. 2.9.7
Crapanicrs Maxe. 1,0%. 0,3 % MK, n.7, €ep.®. 2.9.7
Hardness 30-70N. 38N QCM, It. 8, Ph, Eur, 2.9.3
CrifixieTk no 30-70 H. 58 H MXKH, n.8, €ep.D. 2.9.8
PO3AABAXBARHA
Microbiclogical purity Ph, Eur. 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12, 2.6.13
TAMC: max. 10° CFU/g, <10 CFU/g
TYMC: max. 10' CFU/g. <10 CFU/g
Staphylococeus aureus { in | g); absence, Corresponds
Psendomonas aeruginosa { in 1 g); absence. Corresponds
MikpobGionoriana arcrora €rp.®, 5.1.4: MK#, n.9, €ep.®, 2,6.12, 2.6.13
TAMC: maxe, 102 KXY O/, <10 KYOQ/r
TYMC: maxe. 10" KYO/r. <10 KYO/r
Staphylocoecus aureus ( B 1 r): nincyruicTs, Bianosinac,
Psendomonas aeruginosa ( B 1 r): BincyTHicTh, Biamoginac

Site of manufacture; Riologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_01_MIA_2020_0009,

Bupofupya ainsungy: Bionorime Xainsmitrens Xeeas I'm6X, J-p Pexeser-mrpace 2-4, 76532 Baaen-Bapen, HiMewuuna.
Howep ninenzii na pupoSuuuTEL TA KONTPONKO FKOCTI: DE_BW_01_MIA_2020_0005.

1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
Ppackaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP regquirements 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 nidmeepooyro, wio nasedena eume ingopmayia ¢ enpaedicuvolo i mounoo. Cepin npenapamy 6yna suzomosnena, 8 momy uncni
ynaxeeana i nepesipena, ¢ mexcax npoyeoyPr KORMPoo Axochd Ha zaznavenii sunje supobruuiil dinsruyl 6 nosniil eidnosionocmi do
eumoz npasun Henexcnol Bupobuuuol Ipakmuxu (GMP), sommnoenennx MICHEBUM PeepLAMOPREM Op2aHOM, a4 MAKONC € NOGHIH
sidnosionocmi de cnewuixayiii, nepedbavenux y Jinensii na SUPOOHWUMED Kpalnu-imnopmepa 3i cneyugixayiamu na npodyxuio,
nepedbanenumu 0AR docniddyeanux aikapesxux zacoble. Joxymenmania cmocoeno 6HpOBHUNMER, naKysanna i auanrisy cepil Gpna
nepesipena, i Gy10 scmanoeneno, wo gona sidnesidac sumozam Hanencnot Bupebnuuof Hpaxmuxu (GMP).

Name /TIIB: Dr. Martin Kithn - [T-p Mapmin Kion.
Signature / ITignnc: fo <
» % lic +| NOKYMEHTIB, »
Position / Iocana: Wi Quality Control Manager / ¥nosnoeasiceniy 6colig 3 Konmponio/skdenfi
Date of release / lata smoyexy cep pRA: 21.04.2020 \ % 3,% Na1 é{t\ E
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Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/301-00, Fgzt +49 (0)7221/501-640
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