NEPYABHA CJIYXKBA 3 JTKAPCHLKHX 3ACOBI’B(
TAKOHTNMHO3AHANHHHKAMHyMJHKBi

npos. Haxil Cairauunoi, 3, 02099, Ter. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079035

BUCHOBOK
npo sIKiCTH BBEICHOTO B Vkpainy JAiKapebKore 32¢00y

$7.02.2024 Ne 5245/24/26

HATYBIOTHH
{nakiseny s Hikapcrrara sacoby SO 3 PeCCTRalLiFHEM TOCHIAHCIHAM)
TaGaerkn no 10 mMr; 6o 30 rabaevor y OsicTepi; U0 1 Gaicrepy y Kaprouuiil wopobui
(thopsta BHITYCKY, Y BAHNAH, DIt NORYBAHIA Aiapehkoro 3acoBy)

Homep peccTpaLifiHOTO IoCRiAdeHHA UA/15961/01/02 crpox ail peccTPaLifiHOTO ROCHIAUCHHS neoSmeneH R

Cepin nikapebkoro 3acoby Ne 2311061 KinsKicTb BRE3EHOTO NIKAPCHROFC aacoGy 5363
BupobHitk Jp. Fycras Knaity ImEX & Ko. KT, Himenunna
(nafiserry samm BUPOBHIKD NIKUPCHROTO Jacoby. KpRitG HOXOAKEHHE)
Baeseno n Y rpaniy Tpuparne aKuioHepHe TOBAPICTBO THATYPOAPM", luent. wom
24930169

(uaiiareiry RN TR KOL 30 CAPTIOV wpwinanol SCOBH a60 i3I, ', 110 Garkikoni disnanol
ocolu - nianpuesus, 1 MICIC HPOIKHBAIDN T] pcc:crpauimnm nomep 0GikoBOT KAPTRH METHWRA
nosdarrin abo cepig Ta noMep AACIOPTa)

{TpoToKOA Bi3yalibHOTO KOWTPONO ain 07.02.2024 N 402/5.

xuft  3acid  BBE3EHO B Yxpainy 3

Ja pesynbrATAaME  ASPRABHOIO KOHTPOMIO  BCTAHOBAZHO, IO nikap
AOTPHMAHHEM BHMOT AAKOHOABCTRA OO 3aGEINEUBHIA skocti JFApcLIH 3acoBis.
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(nocanon 0cola OPIUULARRERBIOTE KOHTPOMO) (nianue) (iitdans Ta npisene)
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‘ Dr. Gustav Klein GmbH & Co. KG  Arzneipflanzenpraparate

" 7733 7ell am Harmershach (é'c't'%'wcarzwaxEf)'"""-”"""ﬁ'Sé{'féEh“m1 ia5 " Tel (07835) 63550
"'/‘7736 Zell am Harmersbach (Schwarzwald) - Steinenfeld 3+ Fax (07838) 634685

CepTtudpikat AHanisy

Jikapcbia thopma:

Haasa:

Ne PeccTpauiiiHoro
ROGCBIAYEHHS

Cepisi Ne: DOara supobuuursa:
ApTukyn Ne
ﬂoaa/xouuempauin: Posmip cepii:

flinewsin Ha
BupobHunTeo Ne,

Ceprudixar GMP:
Po3aMip | BMA Y NAKOBKA:

MpuaaTHun pot

Kpaixa BupobHUUTEA
Hazwa 7a agpeca
BupoBHUKa

OB6paaub) oToEpaHLl
Ananuns Ne:

Toer o v P Cheimbikinii ey
1. OPranoIenTHICCRne TECTh e i
. F— - Kpytst Bini ago maitae Gini Kpyrai 6‘”-'.“. qﬁo .
1oL = Zomiinii srrasi QOKAMOT9 Pyt - ’ mainre 611 5] 27.1123 NK
TadACTKI ) )
abneren L -
[2. Maca xabaerin R K L
T \ He Gisbmie 2-x 3 20 ralneror MokyTh
MATH BIAXHACHIS Bl CepebaT Mastt
2.1 ~ Oaoplinticts 10 Mac Cop. dapm, 2.9.5  |Siavwu uiw s 7,5 % i WOMNA 3 NHK RiAnOBIAAC Y 27.11.23 NK
te NOBHHHA MaTH l\l‘ll.‘(llﬂe)lﬂﬂ I\ilL
cepeansol suc Biani I 1Y X X7 T S -
2.2 - QuuiophuticTh JOTORIIIX Cap. Dhapm. 2.9.40 mipnosisac piuiosinae X 04.12.23 An
QLML
3, Luni Tecru ST '
3.1 ~ CrifiKicTh 10 PO3IABTOBAHNA Cup. Dapm. 2.9.8 > 40 H o 61 H 27.11.23 NK
3.2~ Crupanis Cop. Gapm. 2.9.7 < 1,0% | pisnosinge 1271123 MK,
[3.3 ~ Posnasatis Cup. dapm. 2.9.1 <i5xn ] 3 xe 270123 NK__ |
3. Lpcurudicanis (SIkiene puanaucn T I
thae yrprstanng Hixy Giorany na
4 e ol . XpOMATOrpaMl RHAY )ﬂﬁ FIGItIsINe] : t e
}-H Biorun Enp. Daput. 2.2.29 pmq‘ﬂuy T p'wm“y [fopi:“m“w e sianosisae o) 04.12.23 An
Gyt IACHTNINM
3, Cynyrui oMy T CL o : N .
31— lleninomi AoMitiKRy <0,2% W < (),2%
5.2 - Biovi-cyangoreni (D + 1) Cap. daps. 2.2.29 <0.5% < 0.5% X 05.12.23 HWI
5.3 - Biom-cyndon <0,35% <0,3% R —
| .

6. 3mict (Kiapwicne RUHETEHAN)

9;50 ~10,50 mrfralneriy '

.68 mr/rabnerey
v M ¢ M P4 4.12.23
=05 ~ [03% 0T 3aABICHHOTO z 04.12.23

= 96,8 %

6.1 ~Bioray Cop. apm. 2.2.29

7. Unerorik

TAMC: ue Gintaie 1FKOE /1.

7.1 - MirpaGionoriuua unerora™ Cop. Papm. 5.1.4 TYMC: ue Suine 107 KOE/ ¢ .6, &
______ 12.Coli piacyrsi s 1T
773w Bpath upH BHCYWyBanii [ Cap. Dapu. 2.2.32 | < 8,0% i 34% 20.11,23 An_ |

FROUTPOMOCTLEA KoMNA S~ Cl‘}[)i&l, 11,8, HE BUKOHANEO.

BiciOBoK: BHIIEICALANA Cepin pianosinae cnenudiranii.

Cripanskiis A TATRCPIURY IO, WO prKcegena indopMalis € aBTeHTHNION i roanoio. Lt cepin npenapary Oy BUPOGACHA, BRIHOUAIOHIL CTAITH Y RAKOBKH,
MUY BRI TR KOHTPOMO AkOCTi, 1 BHPOGHHIOMY MAHIRIMEKY, JATHANSHOMY BRUIC B TTOBHIH slanosiarocti 1o bumoy HBTL, seranobicHnx micuesimn
PETYIBITORHAMY OPraHaMy. a TAKOMC BLANOBIAHO BO cueumdiaiii, AKi € JOAATIOM JID PeceTparliilporg Chiaoursa KpATHU-IMITOPTEP 260 creunikaiticio 1a
oA, NepeAladcHor A ANANISORANOTO HIKAPSLKOTO 3RC00Y.

AnHCH 1010 BHPOOHHITEA, NAKYBAHHA Td avamisy manoi cepii mepesipeni Ta SH3HANE BUATOBLAHMME BHMOSaMit HBIL

Bunywenus O He sunyuennd Dr. Gustav Kiein GmbH & Co, KG
¢ \*\> by Stelnenfeld 3 - 77736 Zell am Harmersb.

— M ne Postfach 1165 « 77732 Zell am Harmersh.

Mianuc/ MNocana MesaThis-63550 - Fax 07835-634685
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Certificate of Analysis

Designation: Pharmaceutical Form:
Reg. No.

Batch No.: Date of Manufacturing:
Article-No.

Strength/activity: “; Batch size:

Expiry Date: Manufacturing licence No.

Certificate of GMP
compliance
Package Size and Type:

Manufacturer country

Name and address of
manufacturing site

Sample taken on:
No. of Analysis:

Test oo : afe/Signature:

1. Organoleptic Tests

1.1 - Appearance i
ppearance almost while tablets

QKAMOIY [ Rownd white or almost white tablets |, 0w white or 27.11.23 NEK

1. Tablet mass

No more than 2 out of 20 tablets may

deviate from the average mass by more
2.1 — Uniformity of mass PhEur2.9.5 | thaw« 7,3%, and none of them should corresponds 27.11.23 NK

have @ deviation {rom the average mass

by more than  15%,
2.2 - Uniformity of dosage uniis PhEur 2.9.40 corresponds corresponds X 04.12.23 Al
3. Further Tests e ‘
31 < Resistance of erushing of tablets PhEur 2.9.8 > 40 Newion 61 Newton 27.11.23 NI
3 Phlur 2.9.7 < 1,0% corresponds ] 27.11.23 NK

1.3 - Disintegration Phiur 2,9.1 < 15 min 3 min (4] 27.11.23 NK

4, Identity {Qualitative Determinations)

The retention time of biotin peak on the
4.1, Biotin PhEur 2.2.29 | chromatogram of the test solution and corresponds X 04.12.23 An
the reference solution should be identical

5. Related substances
5.1 - Unknown impuritics <0,2% <{,2%
5.2 - Biotin-sutfoxide (D -+ L) Phfur 2.2.29 <0,5% < 0.5% 05.12.23 1TWi
5.3 - Riotin-Suiphon = (),5% <0.5%
6. Content (Quantitaiive Deterntinations) - - o
TR N 9,50 ~10,50 mg/tablet 9,68 mg/tablet <

- (a1 * v R o . ‘2 Ap
a1 ~Biotin l Phlur 2.2.2? \ ,,__»95 B 105% as declarcd =068 % X 04.12.23 An
7, Purity R R D

TAMC: ne more than 10° CFU7 2.
7.1 - Microbial Quality® PhEur 5.1.4 TYMC: no mare than 107 CFU /¢ ne. hs|
B, coli is absentin 1g.

7.2 - Loss on drying Phiur2.2.32 2.8.0% 34% B 30.11.23 An

* every {ifth batch is checked, n.c. vot carried out,

Conclusion: The batch indicated above corresponds to the Specification.

| hereby certify that the above information is authentic and accurate. This bateh of product has been manufactured, including
packaging/labelling and quality control at the ahove mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications 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.

X Released 1 Not released [, Gustav Klein GmbH & Go. KG
seinenfeld 3 - 77736 Zell am Hamiersb.
C \//—“TP”?‘A . Postfach 1165 - 77732 Zell am Harmersb,
S it Tel. 07B35-63550 - Fax 07635-634685

Date Signature/ Positon Stamp
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