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JTEPKABHA CITYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

ppos. Ceitmasoi Hagii, 3, M.Keis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Ko €APIIOY 37078774

BHCHOBOK
npo AKiCTh BBe3eHOro B YKpaiHy JikapchKkoro 3acody

24.04.2024 Ne 20059/24/10

JEKPICTOJI® 20000 MO
(raliMeryRaHHs NikapchkoTo 3acoby 3TiANG 3 peeCTPALIAHAM TIOCRITCHNAM)
kancyas M axi 20000 MO no 20 kancya vy 6aicrepi; mo 1 GaicTepy v nauani
(hopMa BAMyCKy, HozyBaHHA, BUA NaKyBaHHS Tikapchkoro 3acofy)

Homep peectpaniiimoro roceigaenas UA/17901/01/01 crpok aii peecrpauiiisoro nocsizaens 06.02.2025
Cepis nikapcskoro 3acoby Ne 231044 Kimkicts BE3cHOTD Nikaposkoro sacoby 135300

Bupobunx mibe I'mGX ApomaiiMirremn, HiMermima
(natimMcHyBaHAA BHpoOHHKA nikapcexoro 3acoby, Kpaina NoXoTuCHHS)

Baeacro B Yrpainy TobapHCTBO 3 06Meenolo Bianopinatsuicrio "MIBE YKPATHA",
inent. xon: 38705049
(mattmenyrany 2 xoj 33 CAPTIOY ropumianoi ocobu abo npizewne, iM's, mo SaTekoBi isHyrol
0coOK ~ BUNIPHEMLR, 11 MiCIC IPOXHBAHHA Ta peecTpalziiingil nomep 0OMXORO] KAPTKH UIATHAKA
MOJATKIB 260 ccpix Ta HOMCp MACTIOPTA)

MpeTokox sisyannaore xerrponmw sin 23.04,2024 Ne 1077/1.

3a pesyALTaTAMM HEPXaBHOTO KOHTPONIO BCTAHOBNEHO, IO MiKapchbKHil 3acib Bmeaewo B Yipaimy 3
AOTPHMAHHSAM BAMOr 32K0HOIABCTBA OO 3a0€3MeYEHHS AKOCTI NHikapchKux 3acobin.

> s ’J,;;__\
,‘Lum'\wn'l‘ns ¥
f!L/ Rixtop CTEGKIBCLICMIM

{ininiany Ta npisenuie)
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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAII3Y
mibe Cmbk
Arzneimittel
Product name: Dekristol 20000 IU Country of manufacturing; Germany

Hepxaea-pupobimx: Hiveuusina

Hais Th i ® 2000
MEHyBaHHA npofyKuii: Jlekpicron 0 MO Importing country; Ukraine

Hepkapa-iMmoprep: Yipaina

Article-code/Kon apruxyuy: Ident-No / |nerTudikauiiinmi Homep:
V100607 24039861

Strength / activity 1 soft capsule contains Cholecalciferol Concentrate 1.0 MIU/g (Oily Form)
Ciina ait/aKTMBHICTS 20.0 mg which is equivalent of 0.5 mg or 20000 YU vitamin Ds |

I kancyna m’sxa MicTHT xonekamsuHepory (y BUrmAm KoHueHTpary 1,0 MMO/T
(onifina dopma)) 20,0 mr, o sinnosigae 0,5 mr, a6o 20000 MO, sitaminy Ds

Dosage Form soft capsule 20000 IU

Jlikaperka dopma Kancyau M’sxi 20000 MO

Package size and type 20 capsules in blister, 1 blister in box

Po3mip Ta 't makysauns | no 20 kancyn y 6nicrepi; no 1 Gnictepy y navi

Number of Registration Certificate UA/17901/01/01

HoMep peectpauitizoro nocpizse s Ne JA/17901/01/01

Batch number: / Homep cepii: 231044 Batch size (pes.): / Posumip cepif (mrr.): 135300
Manufacturing date; ara supoSuutirea: Expiry date: [lata saxitveHHa TepMiHy TPHAATHOCTI:
11/2023 11/2026

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
Sachsen-Anhalt, 06796, Germany

Halimerysatns Ta MicLesHAXO/UKSHHS RiMbHULI 3 BUpoGaMTEa; Mibe ['MEX ApuHaiMiTTens,
Mionxenepuitpacce 15, Bpena, CakcoHig-AnxareT, 06796, HiMeudnna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023 0005

Howmep miuemsii ainsuuui 3 supobunursa. Ne DE_DE_ST 0 1_MIA 2023 0005

Certificate GMP. No. DE_ST 01_GMP_2023 0012

CeprHdrikar GMP Ne DE ST 01 GMP 2023 0012

0 .

e

Test Method : Specificati ‘ﬂo LI '\Q/\,\ Result
Hasea nokassmxa MeTtomu KoRTpOmO Homyer A v MEHTIB\Z\\ Pesynstar

t.: L1 \ IE; \
Appearance visual test Light yelioi rdd gt -E%M:s } Z.}| complies
Onuc Bi3yansHO Kpyrsi myo3opi kaficyin's'axi ceizass /| sinnosizac
AOBTOrG KOfROPY iy
Capsule dimensions measuring diameter: 6% %, mm o {\//\ 6.7 mm
Poamipy kamcyrp BUMIpIOBaHES Hiametp: 6,7 28,3 B\ 6.7 MM
Average fill mass weighing 100 mg+10 % =2 Mo 100 mg
Cepenng Maca BMicTy 3BAKYBaHHA 100 Mr+ 10 % 100 mr
Karcynu
Uniformity of fill mass Pa.Eur.2.9.5 Fill mass of 20 capsules has to be complies
OuopinnicTs macu Ph.Eur.2.9.5 determined. BiamoBinas
Not more than 2 results deviate from
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe

signoture %’,.. signature %ﬁ/ :

[
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Disintegration Ph.Eur.2.9.1, test A

Posnaganua Ph.Eur2.9.1, TecTA
Identity

Inenrndikamia

Cholecalciferol Ph.Eur.2.2.27, TLC
Xonexanbuupepon TLIX, Ph.Eur. 2.2.27

Ph.Eur.2.2.2%, HPLC
BEPX, Ph.Eur. 2.2.29

Cholecalciferol
Xonexansimdepon

a-Tocopherol Ph.Eur.2.2.29, HPLC
Ansda-Toroepon BEPX, Ph.Eur. 2.2.29
Assay

Kinskicxe BH3HRMECHHA

Cholecalciferol Ph.Eur.2.2.29, HPLC
XosexansLudepon BEPX, Ph.Eur. 2.2.29

¢-Tocopherol Ph.Eur. 2.2.29, HPLC
Ansda-Toxodepon BEPX, Ph.Eur. 2.2.29
Related substances

Cyniposinsi aoMinmn

Trans-Cholecalciferol® Ph.Eur. 2.2.29
Tpauc-Xonexanpungepon® BEPX, Ph.Eur. Z:

Ph.Eur. 2.2.29,, ‘ [

Single unknown fmpurity,
BEPX, Ph.Eur, 212,29~

each®

KoxHa oZMHHYIHE HE
ineuTHpixoBaHa gomimka*
Unknown impurities,
total*

CymMa He ineHTHiKOBAHHX
moMitox®

Sum of all impurities
Cyma Beix nomimox*

Ph.Eur. 2.2.29,, H'PL :
BEPX, Ph.Eur, 2,2.29

Ph.Eur. 2.2.29., HPLC
BEPX, Ph.Eur. 2.2.29

“Ea.[.,l

average fill mass by more than 10 %,
none deviates by more than 20 %
Bi3gavalors Macy BMicTY 20 kancyn.
He 6instoe 2 iHAHBIAyANEHEX Mac MOXKeE
BigXMNATHCA Bill cEpPeaHBOT MacH
smMicTy Gineir His Ha 10 %, xonmHa
iHAUBiOyanbHA Maca He Mac
pimxunaTHcq Oinsor Hik Ha 20 %

<30 min

=30xs

Main spot of sample and reference
solution are similar in position, colour
and intensity {fluorescence)
OcHoBHa WIMa, 0ASpKana AR
BATPOGYBANEHOTO Ta CTAHJAPTHOTO
PO3URHY MalOTh AHANOrivHE
TIONOMEHHS, KOJip T2 IHTeHCHBHICTR
{tpyopecueris)

Retention times of sample and
reference solution must correspond
Yac yTpHMYBAHHA MKy
BHAp0GYBATRROTO PO3YHHY MOBHASH
SLANOBINATH Yacy yTPHMYBaHHA THKY

CTAHIAPTHOTQ PO3THHY
Retention times of sample and

standard solution must correspond
Yac yTpEMYBaHHEA MKy
BHNpoOyBaAbHOTD POFIRHY NOBHHEH
BiAMOBIZATH Y2CY YTPHMYBaHHA MiKy
CTAHAAPTHOIO POITHHY

19 000 —~ 21 000 IU/capsule
(95 - 105 %)

19 000 —21 600 MO / kanicymmy
{95105 %)

_>45.0 pg/eapsule

1A

—
gi

- /

-
h___,,,-
Hi qu\ /

410%\1/‘;
£y

355s
355¢

complies
piamoBinae

complies
BiANOBiNAE

complies
Biamoginae

20614 [U/cps
20614 MO/

KanCyny

59.7 pgleps
59,7 mxr / kancymy

< 0.05"/0
<(.03%

VU (RRT 0.21)
0.25%

VU (RRT 0.21)
0.25%
0.25%
0.25%

0.25%
0.25%

Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe -~

signature
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signature
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Microbial purity* Ph.Eur. 5.1.4 Non-aqueous preparations for oral complies
Ph.Eur. 2.6.12, 2,6.13 Ph.Eur, 5.1.4 use: Binnosimae
MikpoS6icaoriasa aucToTa* TAMC =< 10° CFU/g

Ph.Eur. 2.6.12, 2.6.13 TYMC < 10* CFU/g

Escherichia coli negativein 1 g
Hesonwi aikapceki 3acoba mn
OpPAnBEHOTO 3aCTOCYBAHHA.

TAMC < 1P KYO/r

TYMC <10 KYO/r
Bincytricte Escherichiacolis I

Package

Yoakosxa

Batch-deseription PV-QK-0001 the batch-description of the batch bulk no.

Onue cepil package is complied with the 231044
batch-documentation Hedacorana cepia:
Ommnc cepil Ha ynakorui signosigae 231044
HokyMeHTaIII Ha cepir

Description of shelf life PV-QK-0001 description of shelf life is complied complies

Onue Tepuminy 36epiralns with the batch-documentation Bignosigac
Omac Tepminy 3GepiraHis sigmoginae
RokyMeHTanil Ha cepilo

Fill quantity FertigPackV 20 capsules in blister, 1 blister in complies

Kinskicts npenapary box Bianoninae

B YTIAKORTI] no 20 kancyn y Gnicrepi, no 1
GricTepy y rauni

Comments not applicable

Komerrapi HE 38CTOCOBYETECH

* The tests are carried out for every 3th batch, at least once a year,
*Bunpofysania npoBomATECK Ha kowHil 3-1 cepil monativenme oxum pas Ha pik.

I hereby certify that the above information is authentic and accarate, This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Ium 5 3acBindyio, w0 HaBeneHa Brule indopmalis € nocToBipHOK Ta TouHOW, 1o cepito mpoayxuii Gyno

Bupoﬁne}{o (Brwirouatoun NakyBaHHA/MapKyBaHHs) Ta rrposeneno KOHTpPONE 1T AKOCTi Ha BHIe3a3HayeHIN NinsHuLi
Yy MoBHii BiANOBimHOCTI 3 BUMOraMi GMP, BeTAHOBTEHIMH MicUEBHM per JATOPHIAM OPraHOM, & TAKOK
BiANOBINHO A0 creuuikalii, 1o MicTATECS ¥ peccTpauilito
JOCITiHKYBAHOTO JlikapckKkoro 3acaofy. TIpoTokonn Bﬂpoﬁﬂn
BCTAaHOBNEHO BiANOBiAHicTE GMP

27, WL 1024 .,

/Name + Sign Quallty control (F, Jef
Hara/is’a + nitnke YnoeHos

pfiena ocoba 1 axoeti(®. Konne)

End of Master Sheet

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

signature .~ ; :é ] signature % _
//
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JAEPXKABHA CJVYXXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIN OBJIACTI

npos. Ceitmnanoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox ERPIIOV 37078774

BHCHOBOK
HpPo AKICTh BBE3eHOT0 B YKpalHY JiKapchKoro 3acofy
18.09.2024 Ne 45705/24/10
JAEKPICTOJI® 20000 MO

(mafiMeHYDPaHHA MikapcekoTo 3400y ariaHo 3 peccTpaniiiHHM NoCBiRUCHHAM)
rancyan M akd 20000 MO o 20 xancya y 6iaicrepi; no 1 6aicrepy y naumi
(thopma pHITyCKY, J03YBAHRA, BRI TAKYBAHES JiKapchioro 3acofy)

Howmep peectpaniitioro noceigaerrs UA/17901/01/01 crpox aii peectpauidimoro nocsizuenwa 06.02.2025
Cepin nikapcekoro 3aco6y Ne 240210 KumKicTs BRE3EHOTO NNikapeskoro 3acofy 200007

Bupobnux Mibe I'm6X ApiHadiMiTrems, HiMeTgraa
(mafiMenynanms supobAwKa Hikapcekoro 3acoby, KpaiHa MOXOMKEHHN)

Bresero B Vipaiay ToBapHeTBO 3 ofMexenoio Bignosizamsaicrio "MIBE YKPATHA",

izent. xox: 38705049
(maiiMenyparns Ta xox 3a €JIPTIOV topuamunof ocobm abo opissrme, iM'1, No HaTLKOBI
tismaHOT 0co6R - mAmpHeMITA, 1i Miclie IPOXUBAHAA T2 PCECTpaNiiiHAi HoMep o0miKoBOi
KapTRH MRaTHHKA NOAaTKIR 800 cepix T2 HOMEp Nacopra)

IIpoToxon BisyareHoro xourpemo sia 17.09.2024 M 2703/1.

3a pesymkTataMu JlepXaBROTO KOWTDONIG BCTARORICHO, MO Jikapckkwi 3aci0 BBescho B Ykpainy 3
AOTPHMAHHAM siMor 39KOHONABCTRA 100 3abe3neueH s SKoCTi IKapChKHX 3acoGis.

Bikrop CTEGKIBCHKUH

{iviniauy Ta npiaenue)

J&‘\f)lh\/\\/
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oolloe GmbH
Armeimittel

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJI3Y

Product name: Dekristol 20000 1U

HaiimeryBarns npomykuii: Jexpicron® 20000 MO

Country of manufacturing: Germany
Tlepxapa-BupobHuk: HiveyunHa

Importing country: Ukraine
Tlepxasa-iMmnoprep: Yxpaita

Article-code/Koa apTuryny:
VI00607

Ident-No / [nenTndixaniinui Homep:
24096691

Strength / activity
Cuna pil/aKrTuBHICTE

1 soft capsule contains Cholecalciferol Concentrate 1.0 MIU/g (Oily Form)
20.0 mg which is equivalent of 0.5 mg or 20000 IU vitamin D3

1 kancyna M’gKa MiCTHTD xonekanpuudepony (y BUMNAL KOHLCHTpATY 1,0 MMO/T
(onitina dopma)) 20,0 mr, W0 BiAROBIAAE 0,5 mr, abo 20000 MO, siTaminy )

Dosage Ferm
Jlikapceka popma

soft capsule 20000 TU
xancynu m’axi 20000 MO

Package size and type
Poamip Ta THI NaKyBaHHA

20 capsules in blister, 1 blister in box
o 20 xancyn y Gnicrepi; no 1 Grictepy y nauui

Number of Registration Certificate
Homep peecTpallifiHoro NoceiR4eHHs

UA/17901/01/01
Ne UA/17901/01/01

Batch number: / Homep cepil: 240210

Batch size (pes.): / Posmip cepif (wir.): 200007

Manufacturing date: Jata eupoSunursa:
02/2024

Expiry date: Jara saxiHueHHs TepMiHy NPUAaTHOCTI:
02/2027

Sachsen-Anhait, 06796, Germany

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,

HaimeHyBaHHS Ta MICLE3HAXOIPKEHHS ninbhuui 3 BupobuuuTsa: Mibe TMOX ApuHamiTTens,
Mirosixenepurpacce 15, Bpena, Cakconis-AHXansT, 06796, Himeuuuna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Homep niuensii ainpruii 3 BupobuniTea. Noe DE_ST 01_MIA_2023_0005

Certificate GMP. No, DE_ST_01_GMP_2023_0012

Ceprudikar sianosiapocti GMP Ne DE ST 01 GMP_2023 0012

ﬁ?ﬁﬂi{N
5 “*-\._\-\(/)

o

oo
Test Method - / sy LT gpgeifivation Result

TOKY WEHT 2\ W
Ha3zpa nokasHHKa Metoan Ko pb 0 OTYCTHMI MEXI PeaysIeTaT
Appearance visual test E aL ightyellow round soft capsules complies

pp . ghiy! ,
Onuc Bisyanbro \ 2\ pri;ﬁir pozopi Kaneynu M'Aki CRiTRO-  BiAMOBiRaE
anF, . . KABTGLO KONLO
" 3 N ) PY

Capsule dimensions measuring LL:,,\._-! ._‘s_ff--\-:(\\'d‘n Heter: 6.7 = 0.3 mm 6.8 mm
Po3mipn kancyiau BHMIpIOBAHHA 2Aa N A famerp: 6,7 £ 0,3 MM 6.8 Mm
Average fill mass weighing 100 mg = 10 % 100 mg
Cepenus Maca BMICTY 3BaXKYBAHHS 100 Mr 10 % 100 mr
Kancynu '
Uniformity of fill mass Ph.Eur.2.9.5 Fill mass of 20 capsules has to be complies
QnpopigaicTy Macu Ph.Eur.2.9.5 determined. BignORifAE

Not more than 2 resulis deviate from

Prepared and checked by: Mariia Pivovarova

Approved by: Friedrich Koppe
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Disintegration
Po3nanaduA

ldentity
Inenrndixawia
Cholecalciferol
Xonekanoundgepon

Chuolecalciferol
Xonexansuudepon

a-Tocopherol
Ana-toxohepon

Assay .
KinukicHe BU3HaueHHA
Cholecalciferol
Xonexansuudgepon

a-Tocopherol
Ansta-toxodepan

Related substances
CynposiasHi JoMiLIKH
Trans-Cholecalciferol®
Tpanc-Xonekansundepon®

Single unknown impurity,
each*®

KosxHa olHHHYHA HE
inenTndixoBana JoMimka*
Unknown impurifies,
total*

Cyma He inenTudikoBaHnX
aoMiwox*

Sum of all impurities
Cyma BCix AOMiLSOK*

Ph.Eur.2.9.1, test A
Ph.Eur 2.9.1, TecT A

Ph.Eur.2.2.27, TLC
TIUX, Ph.Eur, 2.2.27

Ph.Eur.2.2.29, HPLC
BEPX, Ph.Eur. 2.2.29

Ph.Eur.2.2.29, HPLC
BEPX, Ph.Eur. 2.2.29

Ph.Eur.2.2.29, HPLC
BEPX, Ph.Eur. 2.2.29

Ph.Eur. 2.2.29, HPLC
BEPX, Ph.Eur. 2.2.2%

Ph.Eur. 2.2.29, HPLC
BEPX, Ph.Eur. 2.2.29

Ph.Eur. 2.2.29,, HP
BEPX, Ph.Eur. 2.

Ph.Eur. 2.2.29.
BEPX, Ph.Eur.

=
—
-
-
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i eI
—
—
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average fill mass by more than 10 %,
none deviates by more than 20 %
BuzsayaioTs Macy BmicTy 20 kancys.
He Ginbuwe 2 iHAMBinyansHAX Mac MOXKe
BIAXMAXTHCA Bill cepentibol Macu

* pMicTy Ginbl HiX Ha 10 %, xonHa
inAMBiAyaNbHA MACA HE MAE
pimxunasTHea Ginbu Hixk Ha 20 %
< 30 min
£30xs

Main spot of sample and reference
solution are similar in position, colour
and intensity (fluorescence)
QOcHOBHA fIAMA, OOSPKaHa A
pHnpolyBaNbHOrO Ta CTAHAAPTHOIO
PO3UHHY MAIOTh AHANOTTHHE
TIONOXEHHS, KONip T8 IRTEHCHBHICTH
(pryopeciientlia)

Retention times of sample and
reference solution must correspond
Yac yTpuMyBaHHA iKY
gUnpoGyBANBHOTC PO3YNHY NMOBHHEH
RBiNTIOBIKATY YacY YTPHMYBAHHA TiKY
CTaHIAPTHOTO PO3UHHY

Retention times of sample and
standard solution must correspond
Yac yTpuMyBaHHA NiKy
BUNpPOGYBATLHONO PO34NAY HOBHHEH
BiATMOBiIaTH HACY YTPUMYBaHHs NiKy
CTaHJAPTHOTO PO3UKHY

19 000 — 21 000 IU/capsule
(95 - 105 %)

19 000 — 21 000 MO/ xancyy
(95 - 105 %)

> 45,0 ug/capsule

> 45,0 Mxr / kancyny

<1.0 %
<1.0%

A
?

—

el B IETL AN

359s
359¢

complies
Bignosigae

complies
pifnoBinac

complies
signoeigae

19626 [U/cps
19626 MO/
KAncyny

60,3 ng/eps
60,3 mxr / kancymy

< 0.05%
< 0.05%

VU (RRT 6.19)
0.21%
VU (RRT 0.19)
0.21%
0.21%
0.21%

0.21%
0.21%

Prepared and checked by: Mariia Pivovarova Approved by: Friedrich Koppe -

fvz/{/ signature &%‘
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Microbial purity*® Ph.Eur. 5.1.4 Non-aqueous preparations for oral complies
Ph.Eur. 2.6.12, 2.6.13 Ph.Eur. 5.1.4 use: Bifnosinae
MikpoBionoriyna uncroTa* TAMC <103 CFU/g

Ph.Eur. 2.6.12, 2.6.13 ’ TYMC £ 102 CFU/g

Escherichia coli negative in 1 g

" Hepoani nikaperki 3acofu ana
OPANBHOTO 3aCTOCY BAHHS;
TAMC< 103 KYO/r
TYMC<102KYO/r
BigcyThicTk Escherichiacolia I F

Package

Vnakoska

Batch-description PV-QK-0001 the batch-description of the batch bulk no.

Omnnce cepil _package is complied with the 240210
batch-documentation Hedacorana cepia:
Onue cepii Ha ynakosui signosinae 240210
AOKYMeHTauil Ha cepilo

Description of shelf life PV-QK-0001 description of shelf life is complied  complies

QOnec Tepmidy 30epiraHna with the batch-documentation Bignosigae
Omic Tepminy 36epiratHA Bianosigae
ROKyMenTauii Ha cepilo

Fill quantity FertigPackV 20 capsules in blister, 1 blister in complies

KinbkicTh npenapary box BiAmNoBiKae

B YNAaKoBLi no 20 xancyan y 6naicrepi, no |
GmicTepy y mauaiti

Comments not applicable

KomenTapi He 3aCTOCOBYETLCA

* The tests are carried out for every 3th batch, at least once a year,
* BrnpoGyBaHHs NPOBOASTLCA Ha KoskHiH 3-A cepil uoHaRMEHE 0AMH pa3 Ha pik.

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

touHo0. Llfo cepito npoxyxuii 6yno
ROb 1T AKOCTI Ha BULIE3a3HAUCH N AlTbHULI

M, MiC IyATOPHHM OPTAHOM, 8 TAKOX
|pauiﬁu qug
B X aK gc}
3 [
A ¥
. —

X )
| |
s

BHpoBeHO { BKNIOUAIOYH NaKyBaHHA/MapKysaH
y MoBHii Binnosinuocti 3 BumoramMu GMP, se
BinnoeigHo mo cneipibikaniit, wo MicTATHCA
IOCTiKYBAHOTO Nikapcbkoro 3acoby. [poTo
BCTAaHOBIIEHO BiAnoBiakicTs GMP

iHK-IMIIOpTepa Ha npenapaT ans
\ g EVE ¥/
ES 18 2
Paina B "_\\‘/,,

HA TA aHanisie 6yno nepernsaHyToe Ta
MName + Sign Qualj fol (F. Koppe} - ‘ ) -

Harafis’a + miarfic ¥ noeuoBaxena 0coba 3 akocTi(d. Komne)

- End of Master Sheet

Prepared and checked by: Mariia Pivovarova Approved by: Friedrich Koppe

signature signature = -
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