AEPKABHA CJ1YKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJIACTI

npos. Caitnuunoi Hanii, 3, M.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €APTIOY 37078774

BUCHOBOK
HPo fAKICTE BBE3eHOro B YKpaiHy JiKapchKoro 3acoby

09.02.2024 Ne 3993/24/10

ECITA-IIPA30JI®

(HaibeHyRanHg TiKapesKROro 30c08y 3riTHO 3 peecTPaLiiaiM NOCkiTIeHHAM)
Ta0.IeTKH racypopesucTeHrai no 20 mMr, no 14 Tabrerok B Giicrepi (amominiesa donnra 3
obox Goxie, Ta wiiBka PVC/PE/PVAC 3 inmoro),mo 2 6aicTepn B kapTouniji ynakosmi

(dopaa punycKy, ROIYBAHHS, BHA NAKYBAHHA HKapCHKOTO 32c06y)

Homep peccrpauiitnoro nocsinuenns UA/17588/01/01 crpok mii peecrpaniitnoro nocaiguenns 16.08.2024

Cepin nikapceroro zacofy Ne 2131536 Kinpkicts BBeseHOro mikapeskoro sacody 1920
BupoGuuk Agnsanc ®Qapma I'm6X, HiMeuuuna
{maiimenypauss pupodHUKa dikaperkoro 3acaby, kpaika moXomKeHHN)
Beesero B Yxpainy Crinbue ykpainchbKo-ecToRChKe OiqnpueMcrso y hopmi ToBapucerea
3 o6Mexel010 BignopinanpnicTio "OntiMa-®apm, ITH", ineur. rox:
21642228

(Hanmenyeaﬂﬁa 14 xog 32 CPIIOY woprmuasol ocobs abo npizsnue, iM's, no 6arekori diznuxol
ocobu - ninmpHemMus, if Micte TIPOKHBIHHA T2 PECCTPANTHHIT HOMeD 06NikoBOT KADTKH MNIATHHKA
nozarkis afo cepia Ta HOMep nacropTa)

IIporoxen BisyansHoroe xentpoaio six 06.02.2024 N: 0281/1.

3a pesynsTaTaMH HEDKABHOFO KOHIDOMIO BCTAHOBIEHO, INO JIKAapchKHMIT 3aci6 Beeseno B Vipainy 3
AOTPHMAHHAM BuMOT 3ak0HOZABCTRA MO0 38083MEHEHHA AKOCTI TIKAPCHKHX 3ac06is.

Ipsma Hlasavaf

{ishiEnn o opizennie)
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CEPTH®IKAT SIKOCTI
CERTIFICATE OF ANALYSIS

Haspa npogykry/Name of product

Ecna-npason®/Espa-prazol®,
Tabnerxn  racrpopesucrenthi
Mr/gastroresistent tablets 20 mg

no 20

AKTHBHICTE/Activity

1 Tabnerxa mictuts 22,57 Mr maHTONpa3oIy
HaTpil0  CeCKBIriyipary, IO eKBiBAJICHTHO
nanrolipasony 20 mr/1 tablet contains 22,57
mg of Pantoprazole-Sodium Sesquihydrate,
equivalent to 20 mg of pantoprazole

Ynaxoska/Pack

14 Tabuerox y Gnicrepi (PVC/PE/PVAC/AlL),
2 bnicTep(u) y kKapToHHIH Kopobui/

14 tablets in blister (PVC/PE/PVAC/Alu),

2 blister(s) in carton

Kpaina noxopxenus/Country of origin

Himewunna/Germany

Peectpauifinnit Homep/Reg. Cert.No

UA/17588/01/01 (nie aolexp.16/08/2024)

Homep cepii/Batch No

2131536

Yellow oval shaped tablets

Poamip cepii/Batch size 57.532 YOaKoBOK/packs

Hara supoSuuursa/Manuf, date 19.10.2023

Tepmin npaparnocti/Exp.date 04/2026

Bupobuux/Manufacturer Anpapc @apma ['M6X/
Advance Pharma GmbH

Anpeca/Address Bawtenpogep Ilrp. 8-14, 13435 Bepnin,
Himewunna/Wallenroder Str.  8-14, 13435
Berlin, Germany

Bupobauya ninensis/Manuf, License No DE BE 01 MIA 2023 0029

Ceprudixar HBII/GMP Certificate No DE_BE_01 GMP 2023 0050

Ilapamerpu/Parameters I Jimiti/Limits | Pezvabrarn/Results

3araneni xapakrepucruxku/General characteristics

Onuc/Description Kopri Tabnerky osansHOl Gopmu / Bigunosinae/Complies

Ineatudixanis/Identification

[TanTompazosn /
Pantoprazole
HPLC Eur.Ph. 2.2.29

Hac yTpuMaHHS NaHTOIpPa3ony B
KOHTPONBHOMY PO34YMHI BiJIIOBifae
4aCy YTPHMaHHA NaHTOIPA30Ny B
nocmmKysasomy posauni/ The
retention time of the major peak in the
chromatogram of the sample solution
should corresponds to that of
Pantoprazole peak in the
chromatogram of the standard solution
obtained in the test of assay.

Bimmosigae/Complies

HNanTonpazon/
Pantoprazole
UV/VIS
Eur.Ph. 2.2.25

IpoSuuii po3unn Ta posunn
CTAHAAPTY NOBUHHI BHUARIATH
MaKCHMAIBHY CIICKTPATbHY
TIOrIMHANBHY 30aTHICTD TIPH JOBKHHI
xBuili 290 um/ Sample and standard

Bianosimae/Complies

iy
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solution should show maximum
absorbance at 290 nm

Turany miokcun/
Titanium dioxide

Tecr na Tutany gioxcun ms spaska
NoBHHEH OyTH Ho3uTHBHEM/Sample
should give positive test for titanium
dioxide.

Bignoginae/Complies

3auiza oKkcHz,
(Tlepepipserses koxna 10-Ta
cepig, ane moxaiveHme |
cepis Ha pik) /

[ron oxide

(Every 10th batch or at least
once a year)

Tecr na 3aniza oxcun A4 3paska
noBuHeH OyTH nosuTuBHEM /Sample
should give positive test for iron oxide

Bixnosinae/Complies

CridikicTs 10
posnasmoBaHHs/ Hardness
Eur.Ph. 2.9.8

60-150 H/N

113 H/N

Buict Bogm (% M/M, 3a
Kapnom-Dimepom)/ Water
(% m/m, By Karl-Fischer)
Eur.Ph. 2.9.12

<8.0

315

(% Big 3asgBieH0T KiNTBKOCTI

Pozununicts/ Dissolution UV Eur.Ph. 2.9.3

% Label Claim),

Cragis-I (B kucroti)/
Stage-1 (in acid)

Al (6 omuuuIE/units);

Koana okpeMa 0quHUITE HE MEHIIIE
Hix 90 % Bix 3agBneHOl KiBKOCTI
AN TONPA3OITY, L0 3ATHIIACTHCS
yepes 2 ropuan/ No individual

unit is less than 90% of labeled
amount after 2 hours.

A2 (6 onunnp/units):

CepeHE 3HAYEHHY 114 12 oHHUIE
(Al + A2) cxnapae He MeHe nix 90
%, WO 3ANHIKMNKCE, TA XKOAHA OKpeMa
OJIMHHIL He MeHIIE Hix 75 %, 1o
SUTHLIMIIACE yepes 2 rogunu/ The
average value of the 12 units (A1 +
A2) is not less than 90 % remained,
and no individual unit is less than

75 % remained after 2 hours.

A3 (12 onuunue/units):

CepelHe 3HaueHHA 24 oauuuis (Al +
A2 + A3) cxnanae we Menme Hix 90
%, N0 3 THIIMIKCE, T4 KOJHA OKpeMa
OJTHHUIA HE MEHUIC Hixk 75 %, 1o
SATMLIHIHCE uepes 2 roguan/The
average value of the 24 units (A1 +
A2 + A3)isnot less than 90 %
remained, and no individual unit is
less than 75 % remained afier 2 hours.

101

Cranis-ll (B 6ydepromy
po3uKHi )/

Q=75%

B1 (6 onuunus/uniis): XKoaua

OOHHHLA He MeHine Hik Q + 5 %

104

&

mStage-11 (in buffer)
Y
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ARISTO |

qepes 43 xB. No unit is less than Q + 5
% after 45 min.

B2 (6 opuuuis/units): cepemie
3Havenns 1ng 12 oguanns (Bl + B2)
JopiBHIOE aGo Ginelue nix Q, Ta
KOHA OMHHHUS He MeHIIe Hixxk Q — 15
% uepe3 45 xB./The average value of
the 12 units (B1+B2) is equal to or
greater than Q, and no unit is less than
Q — 15 % after 45 min.

B3 (12 omnuup/units): cepenue
3HauCHHA AN 24 oardunes (Bl + B2 +
B3) nopismioe abo Ginsine nix Q, ve
Oinpine HiX 2 ONMHKLI € MEHIIUMU
Hik Q — 15 %, Ta xoqHA OMHHHLA He
MeHme Hise Q — 25 % uepes 45 xa./
The average value of the 24 units (B1
+ B2 + B3) is equal to or greater than
Q, not more than 2 units are less than
Q — 15 %, and no unit is less than Q
— 25 % afier 45 min

Kinexicunit Bmicr/Assay | 19.00 — 21,00 mr/mg 2020 mr/mg
Eur.Ph. 2.2.29 (95 -105 %)

Momimkn* (% m/m)/ Related Substances (% m/m), HPLC Fur.Ph. 2.2.29
Homimxa/Impurity A < 0,3 ma sunyck (for release) 0.18
Homimka/Impurity B < 0,2 ua runyck (for release) <0.10
Homimixa/Impurity C < 0,2 nma Brnyck (for release) <0.10
Homimka/Impurity D+F < 0,3 Ba Bunyck (for release) <{Q.10
HescranosneHi gomimxn,

oxpemo/Unspecified < 0,2 na Bunyck (for release) <0.10

impurity

Jomilukn cymapno/Total | < 1,0 ua sunyck (for release) 0.18
Onuopinnicts no3oBanux | IloBMHHO BiATOBifaTH BEMOTAM €ep. | Bimmosinae/Complics

onunnne/ Uniformity of
Dosage Units
Ph. Eur. 2.9.40

Papm./ Should meet the requirements
of Ph. Eur.

Mikpobiosoriuna uncrora
IeperipseTnea xomna 10-Ta
cepis, ane wouaiimMeniue 1
cepid ua pix/
Microbiological purity
Every 10th batch or at least
Once a year

Eur.Ph. 5.1.4

3arajipHa KUIBKICTh acpoOHUX
baxrepii (TAMC)

< 10° KYO/r (CFU/g)

3araibHa CyKyIHA KiNbKICTE
Apixgokie/ mnicassr (TYMC)
<10 KYO/r (CFU/g)

E. coli igcyrni B 1 r/absent in 1 g

<100 KYO/r (CFU/g)

< 10 KYO/r (CFU/g)

Binnosinae/Complies

IlinTBepmKenns signosinnocti/Confirmation of compliance:

Hum g minTeepmkylo, mWo s mapris JiKapceKMX 3acob0iB BHTOTOBIEHA Ta [pOHINIA IepeBipKy
BIIMOBIZHO [0 iHCTpYKUi#t cTOCOBHO obiry mixapchkux 3acobiB. IncTpykuii 3aM0BONLHAIOTE
CbKi 3acobu (AMG) Ta [locTanosy mpo BAreTOBIEHHS JIKapChKHX

BUMOTaM 3akoHy mpo aikap

A" 320618 1a nirommx peuosns (AMWHY),
advance




"ARASTO
Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the
Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and
active Substances (AMWHYV).

Oxpim 11B0T0, s MATREPIKYIO, 0 HABEJCHA iHpopMalia € cupaBXHLOI0 Ta npasunbHOO. Cepist
IpOAYKTY Oyiia BATOTORJEHA (BKMOUAIOYM MAKYBAHHA/MAPKYBAHHA) Ta nepeBipeHa 3a3HAYEHUM
BHIUE MiANPUEMCTEOM-BUPOOHEKOM Y [OBHIN BIANOBIZHOCTI 2 BHMOIAMU mogo Hanexnol
BupoGuuuoi Ilpaktuxu (GMP) BifmnosigansHoro opraHy iHcIexmii, a Taxox BIZINOBIHO 10
cneuubikariii, mo MiCTATECS y peecTpatifiHoMy NOChE. Bupofuuua fokymeHTallis, NpOTOKOIH
TaKyBaHHA T& HPOTOKOJ KOHTPONEO SKOCTI IPOMININ NEpeBIpKy Ta BIAIOBINAIOTE YCTAHOBICHHM
napaMeTpam GMP.

Besides, [ confirm that the information presented is true and correct, The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier, Manufacturing documentation, packaging
protocols and quality control protocol are tested and comply with requirements of Good
manufacturing Practice (GMP).

Keanidixorana ocoba/ Qualified person:

Dr. Thomas Backensfelg

Qualified Perso -
. ',»ﬁ-f*d"‘r B S A -
flara/Date: 9. yay, q0n4 2

advance
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NEPYKABHA CJVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBKIN OBJIACTI

npog. Ceitnuunoi Haxit, 3, m.Kuie, 02099, ten/daxc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo SIKICTL BBE3EHOr0 B Y KpalHy JIKapcLKOoro 3aco0y

10.04.2025 Ne 16726/25/10

ECIIA-1IPAZO.1®

(HaliMeHYBAHHS MEAPCEKOrO 3aC0DY 2rTHO 3 PeECTPAIHENM NOCBITUEHHSAM)
rabierkn racrpopesucrentsi 1o 20mr, no 14 1aéierox y Gaicrepi (auominiesa goibra 3
0H010 Boky 12 wiiska PYC/PE/PVAC 3 inmo10), 1o 2 fJicrepu B KAPTOHHIA VIIAKOBL

(popMa BUUYCKY, 103YBAHHN, BUI IAKYBAHHA JIKAPCHKO10 3ac00y)

Howmep peccrpaniitnoro nocsimuenns UUA/17588/01/01 crpox nif peectpaniiinoro nocsinuenns 01.01.2099

Cepin nikapcekoro 3acoby Ne 2149773 Kinbkicte BBe3eHOr0 Nikapcekoro 3acody 160
BupoGHuK Anpanc ®apma I'mOX, Himeuunna
(HaiiMeHYBaHHA BUPUOHHKA JIKAPCHKO10 3ac00y, KpdiHa HUXOBKEHH )
Becscro B Ypainy CninbHe YKpailHCBKO-eCTOHCHKE MITMPHEMCTBO V GopMi TOBapHCTBa
3 o0mexkeno010 BinnoeinansnicTio "Onriva-Mapn, JIT/L", inenr. koa:
21642228

(HaiimenysanHs 14 kol sa €IPTIOY wpuanunoi ucoOn abo upizsuie, iM', 1o Garbxosi (pisHuHoT
ocolu - manpHeMud, i Micte NPeXKHBAHHS Ta peecTpalliifENi HoMep 00IKOROT KAPTKH NIATHHKA
noAarkin abo cepis Ta NOMep NACHOpPTa)

[Mpotokoa Bisyansnoro konarpoaio six 08.04.2025 Ne 1058/2.

3a pe3ynbTATAMH [IepiKaBHOr0 KOHTPONIO BCTAHOBIEGHO, WMo JlikapcbkHid 3acid BBezeHo B VYkpainy 3

JOTPHMAHHAM BAMOI 3aKOHONABCTEA WO L0 3a0e31EHEHHS AKOCTT JIKAPCbKUX 3ac00iB.

Onera EPLOMEHKO

{ininianru Ta npissHie)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



CEPTUBIKAT JKOCT1
CERTIFICATE OF ANALYSIS

Haasa npoaykry/Name of product Ecna-npason®/Espa-prazol®,
Tabnetkn  ractpopeancrertii  no 20
mr/gastroresistent tablets 20 mg
Axruanicth/Activity 1 rabnetka MICTUTL 2,57 Mr nanTonpaiony

Hatpiio  ceckeirigpaty, WO BRBIBAISHTHD
nanTonpasony 20 mi/1 tablet contains 22,57 mgy
of Pantoprazole-Sodium  Sesquinydrale,
equivalent to 20 ma of parioprazole
Ynaxoska/Pack 14 Tabnetok y Bricvep! (PN C/REP AN,

2 Bnictep(u) y KapTouHiit kopoBuil

14 tablets in blister (PVCAPE/RPVIC/AIL),

2 blister{s} in carton

Kpaiua noxopkenns/Country of origin Himeuuudal/Germany
Pecctpauintmn Homep/Reg. Cert.No UA/17588/01/01
Howmep cepii/Batch No 2149773
Poamip cepii/Batch size 29515 ynakosox/packs
[ata supobHuuTea/Manuf. date 25,07.2024
Tepmin npupatHoctifExp. date 0172027
BupobrmdManufacturer Ansanc Gapma MEX/
Advance Pharma GmbH
AppecalAddress Bannenpopep Lrp. 8-14, 13435 bepnin,

Hiveusmua/Wallenroder  Str. 8-14, 13435
Berlin, Germany

BupobHuua niyensis/Manuf, License No DE_BE_01_MIA_2023_0029
5373/1-advance/09_human

Ceprudikar HBM/GMP Certificate No DE_BE_01_GMP_2023_0050
5373/%-advance/01_human

Napamerpu/Parameters | Jlimitn/Limits | Peaynbrartn/Results

JaranoHi xavaxrepneruku/General characteristics

Ormuc/Description SoaTi TabRETk oBaneHoi hopmu /| Bignosigae/Complies

Yellow oval shaped tablets

IneHtudikalin/ddentification

MNawuronpason/ Uac yTpuMaHHa naHTonpasony 8 Bignosigae/Complies
Pantoprazole KOHTpOSBHOMY poauuki signosinae
MPLC Eur.Ph, 2.2.28 yacy YTPUMaHHA naxronpasony 6

pocnimpkysaHomy poauuri/ The
retention time of the major peak in
the

chromatogram of the sample
solution should corresponds to that
of Pantoprazole peak in the
chromatogram of the standard

/fso e v OFSS

Advance Pharma GmbH ~ 2 company of the Ansto Pharma Group {/ O < L€ L{

W 47 e B4 1A4AS ety Yol AR ARA0I0. D Tax Sd A0 ADIFL L FL




salution obtained in the test of
assay.

Titanium dioxide

nosuHed Bytu nosuTuaHum/Sample
should give positive test for titanium
dioxide.

Mawronpasan/ MpoBHui poaurH Ta po3qnH Binnoainae/Complies
Pantoprazole CTAKABPTY NOBWHHI BUABMATY
UVIVIS MEKCAMEribHY CrexypansHy
EurPh.2.2.25 NOFIVHAALHY 3AATHICTD NPV A0BXUHI
xsuni 280 um/ Sample and standard
solution should show maximum
absorbance at 280 nm
Turary piorewn/ Teet Ha TUTaHy Aloken Ans 3paska Binnosigae/Complies

3aniza oKcKua
(MepesipAeTHCH KMKHa
10-ta cepin, ane
toHakmerwe 1 cepin Ha
pix) /

iron oxide

{Every 10th batch or at
least once a vear)

TecT Ha 3aniza okowg ONs 3paika
nosuHen Byt noauTusHUM /Sample
should give positive test for iron
oxide

Bignosigac/Complies

CTidicTs J0 60-150 HIN 119 H/N
pO3HABICBAHHA/
Hardness
Eur.Ph. 298
Bmict soau (% mim, 3a £8.0 39
Kapriom-Oitwepom)/Water
(% m/m, By Karl-Fischer)
FurPh. 2812
Pozuuusicts/ Dissolution UV EurPh. 2.9.3
(% wig 3anBneHol kinbkocTi, % Label Claim},
Cragin-l (B knenoTi) Al (B oanHnub/units): 99
Stage-l (in acid) YWonHa okpema 0AuHNUA He MeHlue
Hix 90 % Bin 3aABMEHOT KINLKOCT
NAaHTONPasony, Wo 3arMLIaeThes
vepes 2 roaumn/ No individual
unit is less than 80% of labeled
amount after 2 hours.
A2 (6 opguHuLb/units): wf
CepeaHE 3HAUEHHR ANA 12 OfuHuLE
(A1 + AZ) cknapae He menwwe Hix 90
%, WO 3anNMLINNKCH, T KOLHA
OKPEMS OAUHNLA HE MEHLLIE HIX 75
%, WO 3anULIMIUCE Yepea 2 roanHu/
The average value of the 12 units
(A1 +
A2) is not less than 80 % remained,
and no individual unit is less than
75 % remained after 2 hours. wf
Advance Pharma GmbH - a company of the Aristo Pharma Group

advance
g
i

43435 Born Tel «4D 2040370 - 0 Fax +68 40 402
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A3 (12 onuHuubiunits):

cepesHe 3HaveHHa 24 opuHunue (A1
+ A2 + A3) crnagae He MeHIe HiK
90 %, WO 3arMWUNICE, T8 XOAHE
OKPEMA OVHILIA HE MEHLLE HIX 75
%, WO 3anUIUANCE vYepes 2
ropvHn/The average value of the 24
units (A1 +

A2 + A3) is not less than 80 %
remained, and no individual unil is
less than 75 % remained after 2
hours,

Cragis-ll {8 BydepHomy
pogani)
Stapge-l (in buffer)

Q=75 %

B1 (6 oauHmnub/uniis): XKogHa
OAMHILS He MeHwe Kk Q + 5 %
vepes 45 xa. No unit is less than Q +
5 % after 45 min.

B2 (6 ogunmus/units): cepeate
aHadeHHn ans 12 oguens (B1 + B2)
nopiarioe abo Ginbwe Hix Q, Ta
HOAHA OAVHULA He MeHie Hx Q -
16 % uepea 45 x8./The average
value of the 12 units (B1+B2) is
equal to or greater than Q, and no
unit is less than Q - 15 % after 45
min.

83 (12 onuuuub/units). cepeHe
3HaqeHHa ana 24 oanHnue (B1 + B2
+ B3) popisrioe abo Ginbie Hix Q,
He Binblue KK 2 oavHnL €
mMenvimy Mk Q — 15 %, ra xopHa
OAVMHULR He MeHLue Hix Q ~ 25 %
yepes 45 xs./ The average value of
the 24 units (B1 + B2 + B3) is equat
to or greater than Q, not more than 2
units are less than Q ~ 15 %, and
no unit is less than Q - 25 % after
45 min

100

=

KinbKicHui smict/Assay
Eur.Ph. 2.2.29

19.00 — 21.00 mr/img
(95 - 105 %)

18,12 mr/img

Tomimku* (% wm) Related Substances (% m/m), HPLC Eur.Ph.

2229

Poniwka/impurity A
Domiwkallmpurity B
Homiwrkallmpurity C
Domitkallmpurity D+F
HescTaKosneH! gomitn,
okpemo/Unspecified
impurity

Domituky cymapHo/ Total

£ 0,3 Ha sunyck (for release)
< 0,2 Ha sunycxk (for release)
% 0,2 1a sunycx (for release)
$ 0,3 va sunyck (for release)

< 0,2 Ha sunyck {for release)

< 1,0 na sunvex (for release)

0,12
not detected
not detected
0,06

<0,05

0.17

Advance Pharma GmbH - a company of the Ansto Pharma Group

advance
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advance

OpHopiaHicTs gososanux | NosuHHO BignosigaTy sBumoram €ap. | Bignoeinae/Complies
oanHile! Uniformity of dapm./ Should meet the
Dosage Units requirements of Ph. Eur.
Ph. Eur. 2.9.40
MikpoBionoriyna wvctora | 3aransHa kinbkicTs aepobHux
Mepesipacthes koxda 10- | Baxrepin (TAMC)

Ta cepin, ane < 10° KYOIr (CFU/g) 2

wjoHalhmenwe 1 cepis Ha | 3aranobHa cykynHa KinokicTe <1,0x10% KYOIr (CFUIg)
pix/ apbigada/ nnicasisn (TYMOC)

Microbiological purity < 102 KYO/#r (CFU/g) <1.0x10"  KYOl (CFUfg)
Every 10th baich or at E. coli sigcyrsi 8 1 rfabsent in 1 . ; .
leasl;ycnce a year AcyT B Binnosinae/Complies
Eur.Ph. 514

Migreepaxenns signoalgroctiiConfirmation of compliance:

Lum s miareepixyio, Wo us napris nikapCkkux 1gcobis BArOTORAEHA Ta NPCRLING Nepesipry
BIANOBIAHO A0 IHCTPYKUIA CToCoBHO OBIry nikapcokux aacobis. IHCTpYKUT 38080NLHRAKTL BUMOTaM
Jakony npo nikapceki 3acobu (AMG) ta MocTaHoByU NPo BUrOTOBNEHHA nikapcbkux 3acobip Ta
nitounx pevosiH (AMWHV),

Hereby | confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the
Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and active
Substances (AMWHV),

Oxpin LbOro, s NIGTEERINKYID, Wo HasejeHa iHthopMaUis € CRPaBXHEoK Ta NPaBULHO. Cepis
nponykTy Byna auroToBrneHa (BRNIOYAIOUM NakyBaHHAIMAPKYBAEHHRA) T3 NepesipeHa 3asHadeHum
BULLE FIANPUEMCTROM-BUPOBHMKOM Y  NOBHIA BIANOBIAHOCT 3 BuMoramy wWwone Hanexwol
BupoGrudoi TMpakmiwu (GMP)  signosigansHoro  oprany fWcnekuii, a Takox signosigHe go
crieumdikauii, Wo MICTATLCA ¥ peecTpauiiHomy A0ChE. BupofHuia AOKYMEHTALIA, NPOTOKOMN
MakysaHHa Ta NPOTOKDN KOMTPOMK AKOCTI Npoinm nepesipky Ta BINOBIABKTL YCTEHOBREHUM
napameTpam GMP.

Besides, | confirm that the information presented is true and correct, The product batch has been
manufactured, packaged, labeted and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging
protocols and quality control protocol are tested and comply with requirements of Good
manufacturing Practice (GMP).

Keanicikopana ocoBa/ Qualified person: Dr. Thomas Backensfeld
Qualified Person

[ata/Date: 18.10.2024 R R S
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