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TEPYUIKCITY KEA
JEPKABHA CJIVIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIIA OBJIACTI

npociekT Banepis JloGanorcekoro, 51, m. Kuie, 03110, Ten/dhaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €EIPTIOY 37078774

BHUCHOBOK
OpPO SIKiCTH BBE3€HOr0 B YKpaiHy JikapchbKoro 3acofy

07.06.2021 Ne 29254/21/10

JEAKYPA®

{naiiveryRanms Nikapcekoro 3acoBy 3riXHO 3 peecTpatiiiuM nocsindenHam)
Ta0JeTKHA 10 5 Mr, 0o 50 Tabaerox y guaxoni, mo 1 duaxony y kapropmii mauni

(hopma BUTIYCKY, AO3YBAHKS, BHI NTaKYBARHS JIKapCEKOro 3acoby)
Howmep peectpaniiinoro noesinzenns UA/11339/01/01 crpox mii peecrpaniitaoro nocsimernss 01.01.2099
Cepis nixapcbroro 3acody Ne 210201 KinpxicTs BBe3€HOTO Jikapcrkoro 3acofy 29380

Bupo6uux Mibe I'M6X Apnualivirrens, Hiveuauna

(natiMeHyBannA BUPOBHUKA NTiKAPCHKOrO 32c06y, KPaTHA MOXOKEHHS)

Baezeno B Vipainy TosapcTBo 3 00Mexenoro signopinansuicrio "MIBGE YKPATHA",
imeny. xox: 38705049
(naitvenysanns Ta koA 3a EPIIOY ropunwaHoi ocobu aGo npizsuime, iM'a, o 6arskoBi dizrauoi

ocobm - nignpuemits, if Miciie npoxmaanrs Ta peecTpanifiniii HoMep 06NiKOBOT KaPTKHE TNATHUKA
noparxin abo cepis Ta HOMEp macnopTa)

HpoTokos Bisyaneroro koutposmo six 27,05.2021 Ne 1779/2.

3a pesynpTaTaMH JNEPKABHOTO KOHTPOJEG BCTAHOBIEHO, W0 JHKApcokuil 3aci6 smezemo B Vipainy 3
AOTPHMAHHAM BuMOI 3aKOHOAABCTRA HIOKO 3a6e3meeHIT fKoCT] Nikapepkux 3acobis,
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y

f:‘:-!“;#ﬁ \4"' ne
Product name: Deacura - ~ Country of manufacturing: Germany
Halimen)y Banng npoaykuii: [leaxy pa® . Heprasa-supoSuuk: Himeusuna
: . - Importing country: Ukraine
e A Hepxapa-ivoprep: Vipaiua .
Article-code/Ko L apincy . VIOD0TS ldent-Neo / Laeamudiraniiinuii Hovep:
— 21813181 P
Strength / actiy ity 1 tablet contains 5 mg of Biotin
Cuaa it amuamcm 1 TadaeTka MicTHTL 3 Mr GioTHH)
'A Dosage Form ~ Tablet5 mg o - B
Ilmapc:-.ha dopma TabaeTey 0o S Mr
: Package size and type 50 tablets in vial, 1 vial in carton hox
. Ponip Ta THR naky BaHHs  no 50 Taoﬂeroa v (])'EahOHI no | daresy v KapTOHHIi nayui
- Number of Registration Certificate UA/11339/01/01
_Howuep peecrpanifinoro nocsiavenns Ne UA/11339/01/01 ]
. Batch number: / Homep cepii: 210201 ~ Batch size (pes.): fPO’s\ﬂ[" cepii (wT.): 29380
' Manufacturing date: Jlaia supoSunursa; Expln date:/ [lara 3akiHueHRS Tepminy mep:raHHn
1022021 0272024

- Name and location manufacturiog site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna.
- Sachsen-Anhalt, 06796, Germany
- Haifveny sauns Ta vicuesHaxoLkenHa ZilbHuLi 3 BUPOSHULTER: Mifie TMOX ApuuaiisiTrens,
- Mionxenepurrpacce 15, Bpena. Cakconis-Anxaist, 06796, Hiseyunna
- Number of manufacturing authorisation. No. DE_ST_01_MIA _2021_0005
Hostep aiuensii 3iabnmnui 3 supoBunursa. Ne DE_ST 01 _MIA_2021_0005
| Certificate GMP. No. DE_ST_01_GMP_2021 0013
E Ceprudikar iamosianocti GMP Ne I)I:mb [_01_GMP 2021 0013

Test Metheds Spec:f‘ catmm Result
H'ﬂea TIOKA3HIIKA MeTtoan koHTpOUO Honvernmi mewi Peax abTaT.
Appearance visual inspection white. round. biplane having complies
Onite Bi3) @1bHO chamfered edge and one-side cross BiInosilac

shaped breakline
Biai. kpy rai. naoeki 3 mox etopin
TAalIeTRY 3i CKOIEHHIM Kpacy Ta
APECTONDIBHOK POTTABHOK PHCRMIO
1 0aHiet CToposHH
Average mass weighing 120.0 mg + 3% (1164 - 123.6 mg) 121.6 mg
Cepeans maca 3BAKY BAHHA 1200 M1 = 3% (1164 - 123.6 vr ) 1216 mr

_ Prepared and checkea by: Liudmyla Maistrenko | Approved by: Friedrich Koppe.
Y '

signature _ i . . ... ... signature
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Uniformity of dosage
uRnits

Oauopiznicte J03083H0X
QIHHIUbL

Resistance to crushing
CriiikicTs 10
PULIABAUBIIR
Disintegration

Poinazanus
Friability
Crupasictn
Identity
Laeurudirauin
Bintin

RioTim

Assay
KigskicHe siznauenns
Biotin

bioTin

Microbiological quality**
Mikpuobio.toriuna nerora**

Pachage
Ynakobka

Batch-description
Onne cepif

Description of shelf life
Oniie Tepuiny 36epirans

Fill quantity
Kiiskicts npenapaiy
B ) Naw0BLH
Commenty
Rostentapi

Master CoA sheet VIO0O7S
Eur. Ph. 2.9.40% acceptance value L1 <150 2.6
€0 2.9.40% BeHYHHA BianosizHoeTi L1 <135.0 2.6
Eur, Ph. 2.9.8* d0-TGN 61N
€D 298= 40 70N a1 N
Eur. Ph, 2.9.4* <5 min 14 sec
(in 0.002 M NaOH)
€0 2.9.1* (8 0.002 M NaOH) Sxa 14 cex
Eur. Ph. 2.9.7+ < 1.0% 0.1 %
€D 29T 1.0%s 0.1°%

HPLC identical retention time in reference camplies

and test solution

BEPX i1eHTIYREIT vac Y TPIMY BAHKHA 1A
NpoMaTorpasi suapotyBaTeHOro

i cTanaapTHOTO PO33HHIB

RiMORINAE

HPLC 95 — 1059%
4,75 - 5,25 mp/tablet
BEPX 95 - 105%

.75 - 5.25 mr 1aGaetRy

4.99 maitablet

4.99 artabaeTky

Ph. Eur. 2.6.12/2.6.13% according to Ph. Eur. §.1.4 complies
CO261226.13*  sriamo 30 sumor €0 5.1.4 e BiIMOBizaE
PV-Q-001 the batch-description of the bateh bulk
package is complied with the no. 216201
batch-documentation
Onirc cepii Ha s nakosui Bianosisac Hedacosana
Aoxy venTauil Ha cepiio cepia: 210201
PA Q-] description of shelf life is complied  complies
with the bateh-documentation
Ounie sepstiny sGepit unns Bi1NOB] da¢
BIANOBIiAE 10K MEHTALIT Ha cepiro
FertigPackV 50 tablets complies
30 radaerok Bianosiae

not applicable
He 33CTUCOBY CTLUH

* Test is done on every third bateh or at least vnee per year

** current edition

* BUnpoi BuHHA TRORDI9THCR HA KOWHID TPeTill copii ionaiiveHe o.un pas na pik.
** [Morogiee piraann

| Prepared and checked by: Liudmyla Maistrenko . Approved by: Friedrich Koppe

| signature .~ . signoture
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We confirm,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority. and
with the release specifications included in the Marketing Authorization of the importing country and given
by the customer. The control of the packaging process meets the requirements.

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

Mu nizTeepaxyevo.

IO UA cepin nipenapary 6y.1a BHrOTORASHA | npoiiuaa ROHTPATE ) NAKOBKH TA KOHTPOIb AKOCTI HA BHILE3raTaHOMY
T ANPHEMCTBI 3 MOBHAM 20T pusannas sunor HBI NPe ABIEHHN MICLIERIMH Pery ISTOPHHMH OpraHasH BIajm.
Creundikauii Bunycky npenapan Bkmodeni 10 PeecTpauiiinoro nocsizuenHs Kpaibu-ivMnoprepa | Hajaui
3aMOBHHKOM. KOHTPOIb 38 NPOLIECOM YIAKOBKH BIIMOBIIae BHMOraA.

it 3 OOPOOKA. Y NAKVBKY 1 aHA1i3iR CePil Oy -1H HEPRILIAHY 11 | BHIHAKT TAKHMH. W0 BiINUBIAAKb FEPUHLMLEAM
HBIL.

Mz 7=

Date Name ~ Sign Qualified Person (F. Kopg
BRI BRI+ B 11 E T ST TP e PPt s skoctit®, Koumnes

- End of Master Sheet
Prepared and checked by: Liudmyla Maistrenko  Approved by: Friedrich Koppe '
signature L. signature
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