HEPXJIIKCITY XBA
JAEPIKABHA CJIYIKBA 3 JIIKAPCHKHUX 3ACOEBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM ¥ KUIBCBHKIN OBJIACTI

npocnekt Banepia JloGanoscekoro, 51, m. Kuie, 03110, ren/hake: {0443 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Ko €JIPTIOV 37078774

BUCHOBOK
PO fIKICTh BBe3eHOro B YKpailly JlikaperKoro 3acoly

28.10.2020 Ne 56557/20/10

PEHEJIb H

(HaiMERy BaHHS Nikapeskoro 3acody 3riaHo 3 PCECTPALTRHMA FIOCBHLEHHSN)
Tabierky, o 50 rabuerox y KOHTelinepi noninponiicuosomy, no 1 Kourciiuepy B kopo6ui 3
KAPTOHY

(thopma prnyeky, xosysanng, s IBKYBALHIA JHKAPCLKOro 3aco0y)
Homep peccrpauiiinoro noceimmeuns UA/2442/01/01 erpok it peectpauiiinoro nocsinuenns 01.01.2099
Cepin nixapekkoro 3acoby Ne 92116 Kinexicts sBesenoro nikapeskore sacody 3000

BipoBuik biosorinie Xainemitrens Xeenr I'm6X, HiMeuunna

(nafiMenysanns BspoSiunka nikapesroro 3acoBy, kpaika NoXOUwCIHA)

Breaeno s Vpainy Tosapucrso 3 ofmexenoio sinmrosinabmicTo "IOBIAW ®APM
TPEUAX", incur. xo: 39278099

(nasisesynanig ta kon 3a CAPTIOY wopnaminol ocody abo npissiune, is's, no Garnkoni iz}
0CO0H - miznprenns, 1T Micue npomueanig ta PCECTPAUITTHIH HOMEP 0BRiKeROT Kap i naaTHHIA
nonarkis abo cepis Ta Homep nactiopra)

Npororon sisyansnoro konrpomo sin 23.10.2020 N 3612/15.

3a  pewssTaTamu  aepwarHoro KOHTPONMO  BCTAHOBJIEHO, WO Jikapceknil  2acif  BBezcHo B Ykpaimy 3

AOTPHMAHHSIM BUMOT 32K0HOAARETRA 111010 3a6€3MEUCHNA SKOCT] nikapchkux 3acobin.

3acTynuuk nasankEMKa Rifuiiny

CPIKABHOL CITYIKOH 3 JIKAPCLKHX 32¢06iB
Aep Y P 3ybapesa H. B.

Ta KOWTPOJO 3a HapKoTHKaMK y Kuiscbkiit Y
obmacTi i/
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Biologische Heilmittel Heel GmblH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT IKOCTI

Produet: RENEEL® N, tablets Ne 50 in containers Nel
Npoaykuis: PEHEJb H, Tabaerkn Ne50 y KonTeiinepax Nel
Batch No: 92116 Batch quantity produced in total (packs): 3000
Homep cepii: 92116 Kiaskicrs npoaysuii B cepif (ynakosox): 3000
Manufacture Date 24.06.2020 Registration license number: UA/2442/01/01 validity period unlimited
HAata BupoGunuTBA: 24.06.2020 Howmep peectpauiitnore nocsiguenns: UA/2442/01/01 Tepmin aii neoBmemenii
Expiry date: 05.2025 Country of origin: Germany
Tepmin npuaaTtHocTi: 05.2025 Kpaina noxomkennsn; Himeuunna
Testing point/ Specification / Results / Control methods/
Hokasnuru axocni Crnenndrivanin Pesvavmamu Memoou konmponio
Description Round planar lablets with facet. Corresponds QCM, It. 1, visualiy
| Onnc Kpyrai nnocki Ta6nerkin 3 ackoro. Bianosigac MK4, n.1, sisyannuo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur, 2.3.4
3anax Be3 samaxy. Bianosigac MKHA, n.2, €ep.P. 2.3.4
Average mass 298-304 mg, nominal weight: 301.5 mg. 302 mg. QCM, It. 3, Ph. Eur. 2.9.5
Cepeans maca 298-304 mr, nominansna maca: 301.5 Mr. 302 mr. MICA, n.3, €p.®. 2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, It. 4, Ph. Eur. 2.9.5
OpHopignicTs Macu Mae sianosinatn €gp.®. Bixnosinac MKH, n.4, €sp.P.2.9.5
Colour White to yellow-white, sporadically yellow points Yellow-white, colour QCM, 1. 3, visually
may occur. field 1A2
Konip Bia 6inoro Ao soBro-6inero, Moxauei NOOAHHOK] KopTe-Ginuit, wiana MKH, n.5, By SIS AT,
KOBTI BKPALIeHHs. Koawopis 1A2 T A0 g \\‘i
Disintegration time Max. |3 minutes. 3,80 minutes QCM?Q-‘;@?'??{?\ Burz 28,1 7%,
Poznananus Maxc. 15 xenaun. 3,80 xeHnun I\rll{g';/r:':éﬁéhﬁ.'tbi?ﬁ.i
Friability Max. 1.0 %, 0.3 % QCM, It 7/Ph. Bw2.97 7}
Crnpagicrs Maxe. 1.0 %. 0.3 % MICSE 117, €8p®.2.9.7- | - | |
Hardness 30-70 N. 56N Q%yr,‘:ngé. Ph.ENC298 [i T,
CrilixieTs a0 30-70 H. 56 H MKA; nﬁ?ﬁnp.«b.g}.g.s f g
po3aaBAlBaHHS \ B HUN. = 4,—-:/‘
Microbiological Ph. Eur. 5.1.4; 9, PH Bur.2:8° /4
contamination TAMC: max. 10° CFU/g, < 10CFU /g G
TYMC: max. 10° CFU/g. < 10CFU /g =il
Escherichia coli (in | g): not detectable. Corresponds
Mixpe6iosoriuna €sp.®. 5,1.4: MK, 1.9, €sp.D. 2.6.12,
HHCTOTA TAMC maxc. 10° KYO/r, <10 KYO/r 2.6.13
: TYMC mawce. 102 KYO/r. < 10 KYQ/r
Escherichia coli (& 1 r): BigcyTHicTs. Bianosinac J

Site of manufacture: Biologische Heilmitlel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_01_MIA_2020_0050,

BupoGuiua gineunus: Bionorime Xaiianmirress Xeens I'mGX, Jl-p Pexeser-uwrrpace 2-4, 76532 Baaen-Banen, Hivewwimna,
Homep nigeHsii Ha BNPOGHHITRO T2 KOBTPOAIO SKOCTI: DE_BW_01_MIA_2020_0050.

! 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 meitioned recognized building in full compliance with GMP requivements of the local
regulatory authority and with specification in the marketing awthorizalion of the importing country. The batch processing, packaging and
analysis records were reviewed and Jound to be in compliance with GMP.

Luse s nidmseposicyio, wo nasedena suiie indropatauin € cnpasnertborw i moanor. Cepin npenapamy Gyaa euzomosneny, ¢ oMy qucai
YRakogana i nepegipena, 8 Meycnx NpoKedypi KONMPORIo arocni 1a 3aauauenii elNte eUPOONINIT Oinvinni ¢ noauiit cidnosidnecmi da
sumoz npasun Haneycnol Bupodnuuuoi Hpaskmuxu (GMP), scmatioanenex sicyeeun PEIYAAMOPHUM OPZANOM, a MOKOIC 8 NOGHI
sidnosionocmi do cnenudricanit, nepedbauenix ¥ Jligensii na eupodnunmao Kpainu-innopmepa 3 chenihicanionn na npooyKiire,
Hepeddauchumu daa doenidmcyeuniix nikapcokux 3acobis. Joxymenmania cmocoaio GUpOSHUINGR, nakyeana | anpaizy cepit ayaa
nepesipena, i dyno SCHANO6IEHO, (0 801ia ¢idnoeidac eumozan Haresenoi Bupodnuuol Hparmuxu (1 GMP).

Name / [11B: Laura Haller - Taypa Xmmeiv 7
Signature / Iignnc: /J’:,,; FrLE
A
Position / [locana; Quality Control Manager / ¥nosnosancena ocoba 3 ROUMPORIO AKOCHI
Date of release / Jata eunycky cepil B npoaasc; 03.08.2020

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