Abbott

CEPTUO®HUKAT AHAJIN3A/
CERTIFICATE OF ANALYSIS

CEPUS1/ BATCH Ilara/ Date
61876 29.04.2022

Mponpyxr / Product

Kpeon® Mukpo, rpatyJisbl KHIIeYHopacTeopumbie S000 EJ/

Kreon®Micro, enteric granules, 5,000 lipase units

Crpana-nmmoprep /
Importing country

Poccns / Russia

Homep perucTpanioHHOTO
yiaocrosepenus /  Registration
certificate number

JIT1-004189

Homep u Bepens HJT /
Version of ND

JI1-004189-120521

Hosupoeka (akTHBHOCTB)/
Dosage (Activity)

5000 EJI / 5000U

JlexapeTBeHHas popma /
Dosage form

I'pany el kume4HOpacTBOPUMEIE / Enteric granules

Pasmep u Tun ynaxoeku / Size and
type of packaging

TTo 20 r Bo dmakoue /20g of granules into a vial

Homep cepmm / Lot No. 61876
JlaTa nmpousBojcTBa /

Date of manufacture OI20e2
Tonen no / Expiry date 12/2024

KoJuugectBo /

NMPOM3BOJACTBEHHDbIH  IIpollece W
KOHTPOJIb KadecTBa /

Name, address vesponsible for
manufacturing process and quality
control

Quantity 7250 ynakoBoOk / packs
Haseanue, agpec UpPOM3BOIMTEIS,
OTBETCTBEHHOr0 3a

9660t Jb6oparopus I'moX, ['epmanus / Abbott Laboratories GmbH,
Germany

Justus-von-Liebig-Str. 33, 31535 Neustadt, Germany

Jlunensus Ha  HpoH3IBOACTBO/
Manufacturer's License Number:

DE NI 02 MIA 2021 0009/41401/H-144

Cepruduxar GMP /
Certificate of GMP Compliance:

DE_NI 02 _GMP 2021 0020

Cepruduxar (-bI) COOTBETCTBHUS

TpeOOBaHHAM Ipasun
Haj/leRameil  NPOH3BOJCTBeNHOI
NPAKTHKHA Espasniickoro

3KOHOMH1IECKOTo co103a /
Certificate (s) of compliance with the
requirements of the Rules of Good
Manufacturing  Practice  of the
Eurasian Economic Union

He mpumenrvo / Not Applicable

Saxsouenne / Judgement

On06peno / Approved
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CEPTU®UKAT AHAJIN3A/
CERTIFICATE OF ANALYSIS

CEPUA/ BATCH Hara / Date
61876 29.04.2022
Abbott
IoxazaTesnn MeTtoant Hopmsbr* PesyabsTar
Parameters Methods Specifications* Result
Onucanne / BusyanpHbI / I'paHynBl CBeTIO-KOpHIHEBOTO IBeTa OT | COOTBETCTBYET.
Description Visual chepraeckoi 10 nWIHHAPHIeCKol Gopmbt / | ['panyist
Light brown granules with | cBeTIIO-KOPMIHEBOIO IIBETA OT
spherical-to-cylindrical shape.. chepraecKoit 10
MUIMHAPHIecKOi  dopMEl  /
Complies.
Light brown granules with
spherical-to-cylindrical shape
TlopnuuBOCTS/ Buoxumumaeckuii / | [logoxuTenpHbIH pe3yneTaT pu
Identification Biochemical IPOBEJICHNH  TECTa IO  OIUpEISIEHHIO TozmareOCTE I/IOHTBepmeHa'
(epMeHTATHBHONW AKTHBHOCTH  aMmIashl/ Passed
Positive test for enzymatic activity of amylase. assed.
IoanuHHOCTS/ Broxummmaeckuit / | [loxoxmTenbHEL pe3yabrar TIpH
Identification Biochemical IPOBEACHAW TeCTa MO  OIPEAEICHHIO Topgumenoer; ;IOZ[TBCp)K}:[eHa.
depMeHTaTHBHOW aKTMBHOCTH IHmaskl / Passed..
Positive test for enzymatic activity of lipase.
[NompmaHHOCTE/ Broxumimeckuit / | [lonoxuTenpHbIH pe3ynsTaT IIpa
Identification Biochemical NPOBEACHNH TeCTa MO  OIPE/ICICHHIO 6 IO G }IOMBepMeHa'
(epMEHTATUBHOM AKTHBHOCTH HpOTeassl / Passed
Positive test for enzymatic activity of protease. assed.
CuroBoi
(Esp.®apm. 2.9.12, | He 6onee 15% (M/m) <0.71 MM
Pasmep rpanyw/ 2'1'4)_’ 1“.d> PO/ | He Gonee 25% (/M) > 1.0 MM/ 0 % (/M) / (m/m) < 0.71 Mm / mm
Pellet size P Ef;livglg.u & | NMT 15% (m/m) < 0.71 mm 0 % (M/m) / (m/m) > 1.0 MM / mm
2.1.4 NMT 25% (m/m) > 1.0 mm
SPRF
Haubonninee w3 3HadeHnil (depes 20 MHH
Moudummposar wid gepe3 30 MHH) JOJDKHO (ELITL HEe McHee - y '
PacTBopetme/ st Meron USP / 75 % (Q) oT 3asBIEHHON AaXTHBHOCTH epes 20 M11’1517 (;fter 20 min -
Dissolution Modified USP Hnna?’_m / . . °
Method The highest value (after 20 min or after 30 min)
should be NLT 75% (Q) of the claimed lipase
activity
I'® PO wm Esp.
Bomay) Dapwm., MeTox
Water K.®umepa / He 6onee 5 % / NMT 5% 2%
SP RF or Ph. Eur.,
Karl Fischer method
OcTaToTHLIE Amneton — e Gonee 0,5% / 0.4 %
OpraHNIECKHE KX / Acetone — NMT 0.5%
pacrBopuTenu / GLC
Residual organic 2-IIponanon — He Goxee 0,5% 02 %
solvents 2-Propanol — NMT 0.5% =g
Kareropus 3b / Category 3B
OO61ee 9UCII0 a3pOOHBIX MUKPOOPraHU3MOB
M 6 — ne 6oxee 10000 KOE/r/ 50 KOE// CFU/g
UKPOOHONOIHICC | 1y P yym Enp. | TAMC <= 10000 CFU/g
Kast TucTOTa/ o / " Obmoe aHemo. moomwersk W mmecmemex | ]
Microbiological apM. mee YHCIO IPONOKEBHIX M IUIECHEBHIX
purity SP RF or Ph. Eur. | rpu6oB — ne Goxee 100 KOE/r / 10 KOE/r/ CFU/g
TYMC <= 100 CFU/g
DnTepobakTepid, yCTOHIUBRIX K XKCTIH — <10 KOE// CFU/g

ue 6onee 100 KOE/r /
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CEPTUOUKAT AHAJIN3A/
CERTIFICATE OF ANALYSIS

CEPUs/ BATCH Hara / Date
61876 29.04.2022
Abbott
Bile-tolerant gram-negative bacteria <= 100
CFU/g
Ortcyterue Escherichia colis 1 1/ Otcyreryer / Absent/g

OtcyterBue Staphylococcus aureus B 1 1/

Staphylococcus aureus: Absent'g Orcytersyer / Absentg
Macca
COZIEPIKUMOTO Becogoit /
ynaKfc’)Bm  Botde il Weight check. | 199~ 211 1/199:21.1¢ 204r/g
weight
KommvecTBeHHoe BroxuMueckuii /
onpejejienue / Biochemical Ot 3240 mo 5400 EJ] Esp. ®apm. Ha 100 Mr | 5062 EJTl Ha 100 Mr rpanya / U
Assay: rpanya (ot 90% g0 150 % ot 3asBienHoit) / per 100 mg of granules
- aKTUBHOCTH 3240 to 5400 Eur. Ph. units per 100 mg of | 141 % ot 3agBneHHoro / of the
aMuIa3Ly/ granules (90 to 150 % of label claim) label claim)
ccamylaseactivity | i J
- AKTUBHOCTS ST ——— Ot 4500 mo 7500 EJT Esp. ®apmM. Ha IVOO umr | 5610 EJT na 100 mr rpanyn / U
JIMTa3E / Biochemical rpany’ (ot 90 j0 150 % ot 3asBaeHHOMH) / per 100 mg of granules
- lipase activity 4500 to 7500 Eur. Ph. units per 100 mg of | (112% ot 3aSBIEHHOTO / of the
______________________________________________ granules (90 10 150 % of label claim) | . _______ labelclaim) _________
=00 .| Or 180 70 350 EJ] Epp. ®apm. ma 100 mr | 334 EJI Ha 100 mr rpanyn / U
HpoTeoNuTHYECKas | Broxumuecknit / o o
/ Biochemical rpanyx (ot 90 mo 175 % OT 3asIBIICHHOR)/ per 100 mg of granules
aI;TtIg];HOiTB i 180-350 Eur. Ph. units per 100 mg (not less than | (167 % ot 3asmieHHOTO / of the
;zc(:iw' .ff s 90 % to 175% of label claim). label claim)
Tlo 20 r Bo ¢umakoH OGecrBeTHOro CcTekia, yKynopeHHEIH | CoOOTBETCTBYeT.
KpPHIIMIKON 13 NONHMATHICHA HU3KoM IutoTHocTH ¢ KoHTponeM | IIo 20 r Bo  duakose
mepBoro BokphiTHS. Ha ¢nakon mawienBaroT oTukeTKy. [lo 1 | GecrBeTHOro CTEKIIa,
¢$IIaKoHy B KOMIUICKTE C MEPHOM JIOXKEUKOM B TaYKy KapTOHHYIO | YKYIOPEHHOM KpBIIKOH H3
BMeECTE C MHCTPYKIHEH 1o IpuMeHCHMIO. / HOJNUATHAICHE HH3KOM
IUIOTHOCTH C  KOHTPOIEM
mepBoro  BCKpHITHA.  Ha
20g of granules into a clear glass vial with a polyethylene | ¢nakonm HaklIeeHa STHKETKA.
tamper-evident cap. Each vial is labeled. 1 vial with a package leaflet | 1 (IaKOH B KOMILIEKTE ©
yHaKO].SKa / and measuring spoon into a cardboard carton. MepHOH JTOKETKOK B Madke
Packaging KapTOHHOH BMECTE c
HHCTpYKIAeH o
[IpAMEHEHHUIO. /
Complies.
20g of granules into a clear
glass vial with a polyethylene
tamper-evident cap. Each vial is
labeled. 1 vial with a package
leaflet and measuring spoon into
a cardboard carton.
Mapxuposxka / B coorBercTBuM ¢ HOpMaTHBHON oKy MeHTanmeH / CoorsetcrByer /
Labeling According to the normative document. Complies
COOTBETCTBYET.
IIpu Temmeparype He BHIIE
Venosus xparennst/ | Ilpu reMuepaType He BeIe 25°C B INIOTHO 3aKpHITOH yIakoBKe/ 5C B Inigiie [SEKpETGH
Storage conditions Do not store above 25°C. Store in tightly closed package yHaKOI_sKe/
Complies.
Do not store above 25°C. Store
in tightly closed package
Cpoxk rojHocti/ 3 roga. Cpok TOJHOCTH TOCNe IepBoro BekpbIThA (iakona 3 | COOTBETCTBYET.
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Abbott

CEPTU®UKAT AHAJIN3A/
CERTIFICATE OF ANALYSIS

CEPWUs/ BATCH Hara / Date
61876 29.04.2022

Shelf-Life Mecsma / 3 roga. Cpok rogHocTH mocie
3 years. Shelf life after the first opening of a bottle is 3 months. MEPBOTO BCKPHITHS (iakoHa 3

Mecsta /
Complies.
3 years. Shelf life after the first

opening of a bottle is 3 months.

*Cepru¢uxar aHaTw3a roToBOTO MPOIYKTa MOXKET COJIEpIKATh I0KA3ATENM H HOPMBI TIPH BHITYCKE, B TO BPEMS KaK IIOKA3aTeNH H HOPMBI
B HJI ykasaHsI Ha 3asBIeHHbI! cpok roauocty / The Certificate of Analysis for the finished product may include release parameters and
limits, while those in the ND are specified for the claimed shelf life

IponssoauTtens papmaneBTHIecKoi cyGeranmmn (ADPH), ncnon3oBanHoi NpH HPOU3BOACTBE JaHHOMH cepun /
The manufacturer of the pharmaceutical substance (API):

9660tT JIsboparopus I'm6X, I'epmanms / Abbott Laboratories GmbH, Germany
Justus-von-Liebig-Str. 33, 31535 Neustadt a. Rbge. Germany

3asmicnue o
cepTudukanuy /
Certification statement

HacrosamuM HOATBEpKIalo, YTO BHINEYKasaHHAs WHGOPMAIMS SBISETCA NOMIMHHONW H
TouHOH. JlaHHas cepua NpemapaTa IpoOW3BeleHa, BKIIOYas YNAKOBKY/MapKHPOBKY I
KOHTPOJIb KaTeCTBa B COOTBETCTBHH ¢ TpeGoBammaMu GMP MECTHEIX peryisSTopHBIX
OpraHoB u chenuukanuii PerucTpamuoHHOrO J0Che CTPaHHI-UMIOPTEpa. 3aliCH IO
IPOM3BOZCTBY, YIAKOBKE W MPOBEJCHMIO aHalH3a NPOBEpeHH], cooTBeTcTBHe GMP
IIOATBEPXKACHO. /

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control 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.

Wma u gomxuocts
JIMIa,0TBETCTBEHHOTO 34
BBIITy CK cepuH /

Name and position/title of
person authorizing the batch
release

Kathrin Leder

YnomaoMoueHHOe JtuIo / Qualified person

TMoamucr A,
OTBETCTBEHHOTO 34
BHIIyCK cepun /

Signature of person
authorizing the batch release

Lo (g—

Jlara nopnucu /
Date of signature

29.04.2022
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