bbott

CEPTUOUKAT AHAJIM3A/
CERTIFICATE OF ANALYSIS

CEPUS/ BATCH Hara / Date
60865 11.08.2021

Tpoxyxr / Product Kpeou® 10000, xancy.sbr kumeynopacTsopumblie 10000 EJI/
Kreon® 10000, gastro-resistant capsules 10000 UNITS

Crpana-uMnoprep / Poceus / Russia

Importing country

Homep perucrpaunontoro | [IN015581/01

yaocroBepeuuss /|  Registration
certificate number

Homep i Bepeus HI /-
Version of ND

TINO15581/01-020321

Jo3uporka (akTUBHOCTH)/
Dosage (Activity)

10000 EJL/ 10000U

JlekapcrBennas jpopma /
Dosage form

Kancynsl kumequopacteopumMsie / Gastro-resistant capsules

Pasmep u Tun ynaxoBkm / Size and
type of packaging

20 karicyn Bo QakoHe /capsules in a bottle

HoMep cepun / Lot No. 60865
Jlata npousBojcTBa /

Date of manufacture 05/2021
Togen mo / Expiry date 04/2023

Kosm4ecrso /

Quantity 208570 ynakosok / packs
Haszpanne, aapec npousBoauTe/sd,
OTBETCTBEHHOIO 3a

NPOM3BOACTBEHHLIH  mpomece M
KOHTPOJIb KadecTBa /

Name, address responsible for
manufacturing process and guality
control

2660tT JIhboparopus I'm6X, I'epmanus / Abbott Laboratdries GmbH,

Germany

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

JIMileH3Hs  HA  NPOHM3BOACTBO/
Manufacturer's License Number:

DE NI 02 MIA_ 2020 0044/41401/H-144

Cepruduxar GMP /
Certificate of GMP Compliance:

DE_NI_02_GMP_2021_0008

Ceprudukar (-bI) COOTBETCTBHA

TpeboRaHHAM IMpasun
HajUlexkameil OPOH3BOJCTBeHHOM
NpaKTHKH Egpasuiickoro

IKOHOMUYECKOT0 cOX03a /
Certificate (s) of compliance with the
requirements of the Rules of Good
Manufacturing ~ Practice  of  the
Eurasian Economic Union

He npumennmo / Not Applicable

SakmotcHne / Judgement

Qnobpeno / Approved

Bepcusa 01/Ver.01
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CEPTU®UKAT AHAJIU3A/
CERTIFICATE OF ANALYSIS
e CEPWS/ BATCH Iara / Date
60865 ~11.08.2021
Abbott
IlokaszaTenn Meroast Hopmbr* Pesynbrar
Parameters Methods Specifications * Result
Onucanue / 313y anbHeIii / Teepnpie kgnaTHHOBRIE Kkamcyisl Ne 2, | Trepisie KEIaTHHOBEIE
Description Visual COCTOSINME |13 KOPHYHEBOM Henpo3padHoi | Kancyisl Ne2, cocTosImue H3
KPHIIEIKH [ NPO3PAagHOTO  OeCHBETIONO | KOpIHHCBOK Hempo3padHoit
KopiIIyca. Coaep:xiMoe Kancy.1 ~ | KPHINIEYKH M [PO3PATHOTO
MHHHMHKpOCHEpH CRETJIO-KOPHYHEBOrO | BeclBeTHOro KOpIIyca.
Berta / Comepxumoe  Kamcysn -
Hard gelatin capsules No. 2 with brown opaque cap | MEHEMEKpOCHEPEI
and transparent colorless body. Capsules are filled CBETJIO-KOPHIHEROTO IIBETA /
with light brown minimicrospheres. Hard gelatin capsules No. 2
with brown opaque cap and
transparent colorless  body.
Capsules are filled with light
brown minimicrospheres.
IMoxmunOCTH/ Buoxumusecknit / | [lonoxurenbynil pesynbsTaT npH OpoBeJeHHH
Identification Biochemical TeCTa 110 QUpeleNeHNI0 (hepMeHTaTUBHOM! IMoareepxacka /
AKTHBHOCTH ammIaskl/ Positive test for enzymatic Passed
activity of amviase.
IToanunnoCTS/ Buoxumirgeckuii / | TlomoxuTe syblii pesyasTaT Ipd OpoBeJeHAR
Identification Biochemical TecTa 110 OupefleNeHur0  (hepMeHTATHBHOM IMoxreepxaena /
AKTHBHOCTH Iunassl / Positive test for enzymatic Passed
activity of lipasp.
[oanuunmocts/ Buoxamugecknii / | [ToNOKUTENBHEI Pe3yNIBTAT IPH NPOBE/ICHAK
Identification Biochemical TecTa IO OMIpelIeeHH0 (epMeHTaTHBHO [Toxrsepxiena /
aKTHBHOCTH |mpoTeaskl /| Positive test for Passed
enzvinatic activirv of protease.
Pacnagaemocts/ '® PO mu Esp.©./ He Gonee 15 yuu B BOZE / ‘
Disintegratio, HESEEh-oF Pl NMT 15 min injwat, AL g
gration Bur /i min in|water.
HauGonwmee 3 3Ha9cHu (depe3 20 MHH HIH
MomdunupoBas | gepes 30 MHH) J07%kHO OBITL He MeHee 75 %
PactBopenue/ Hbllt Meto USP / | (Q) oT 3aserelHOM aKTHBHOCTH THNIA3E! / 101 %
Dissolution Modified USP The highest value (after 20 min or after 30 min)
Method should be NLT 75% (Q) of the claimed lipase
activity
I'® P® unu Egp.
®apwm., meTon
Bona / K.Qumepa / 0 o 9
Wottes RFStPh. or-:*Ph. He Gonee 5 %|/ NMT 5% 4.0%
Eur.Karl Fischer
method
OcraTo9HBIE AnetoH — He §onee 0,5% / 039%
OpraHHIECKHE I'X/ Acetone — NMT|0.5%
pacTBOpHTENIH / GC
Residual organic 2-ITponanon - He Gonee 0,5% 0.2 %
solvents 2-Propanol — NT 0.5% bl
Kareropus 36 / Category 3B
Ob1ee HCI0 a3pOCHBIX MMKPOOPTaHU3MOB —
MauxpoGuonormiec | I'd PO wnn Epp. | e Gomee 10000 KOE/r / 60 KOE/T/ CFU/g
Kast gucToTa/ Dapm. / TAMC <=10000 CFUE e e
Microbiological RF St.Ph. or Ph. Ofmee 49HCHO /POXOKEBBIX H IIECHEBBIX
purity Eur. rpuboB — He Opaee 100 KOE/r / 40 KOE/t/ CFU/g
TYMC <=100FUg
Ourepobaxtepui, yerodunBrX K ®ewan — we | <10KOE/M/CFUg
Bepcus 01/Ver.01 Crpamuna/Page 2|4




“CEPTHO®UKAT AHAJIH3A/
CERTIFICATE OF ANALYSIS

Staphylococcus aureus: Absent’g

CEPUsl/ BATCH Hara / Date
60865 11.08.2021
6onee 100 KOE/T /
Bile-tolerant gram-negative bacteria <= 100
CKFUg )
Orcytereue Escherichiacolis 1T/ ,
Escherichia coli: Absentlg .| Oreyrqueysr dinonlg. |
Oreyterene  Salmonella spp. 8 10 1 f
 Salmonella: Absent/10g .| i bl etk
Ortcytereue Staphylococcus aureus B 1 1/ Orcyrarsyer/ Absentlg

e T, L = 150%, L 2= 250% co 3HaYCHHEM
OJTHO s
,t:osnp%aauux / Enpf‘gagg./mﬂ kpETEpHA npncMnex:ocm iy AR CootserctByeT / Complies
Ungfonmty of Dosage Ph.Eur. or RE StPh. Li= 15.0%, Lz = 25.0% acceptance value = ks and Li=15%
Units _
M=X!
KoangecrpeHHOe :
onpexeiacHAe / g;iizizzzfcmﬁ / He memee 7200 EJI Epp. ®apm. na xamcyry | 13393 EJl na xancyry/ U per
Assay: (ue meree 90% OT 3aiBJICHHOTO KoaudecTBa) / capsule
- aKTHBHOCTD NLT 7200 Ph.Eur.U per capsule (NLT 90% of the | (167% 0T 3a4BICHHOTO / of
aMmTa3Ey label elaim) the label claim)
camylaseactivity | . d e e LI N
Or 9000 o 13000 EJI Erp. ®apm. Ha xancyxy | 11198 EJl na xancyxy/ U per
- aKTHBHOCTD Buoxumudecknii / | (o1 90 a0 130% OT 3aABICHHOTO KOIMIECTBA) capsule
nAmasel / Biochemical / (112% ot 3asBneHHOrO / Of
- lipase activity 9000 to 13000 Ph.Eur.U per capsule (90 to 130% the label claim)
____________________ ofthe labelclaim)
=inna .. , | He meree 540 EJ] EBp. ®apM. Ha KaIcy Ly 776 EJ{ ma kancymy/ U per
npoTeonuTHIecKas | Buoxumudeckui / g , capsule
Rl Biochemical (e menee 90% OT 3asBIEHHOTO KOIMIeCTBa) / (129% ot sasmuensoro / of
: NLT 540 Ph.Eur.U per capsule (NLT 90% of the ;
- to?a‘l proteolytic label claim) the label claim)
activity :
Ilo 20, 50 vz 100 Kamcyn Bo (IaKOH K3 HOJH3THNICHA BHICOKOH llo 20 kamcyn Bo QuakoH
IOTHOCTH Geloro IBeTa ¢ HABMHYMBAIOIMEHCA KDHINKOH H3 | W3 HOIMITHICHA BHICOKOH
NONHIPOMANEHa ¢ KOHTpONeM IepBOro BCkphiTii. Ha ¢uiakon | mrIoTHOCTH GeNoro mBera ¢
nakenpaioT HtrkeTky. ITo 1 drakoHy BMecTe ¢ MHCTpyKIMel o HABMHY M BAIOMEHC
MpHMeHeHUIO B IIa9Ky KapTOHHYIO. KpBILIKO# n3
HOMHAIIPOIIHIEHA c
Vnaxoexa «in bulk». KOHTpPOIEM mepBoro
ITo 20, 50 wm 100 xamcya Bo (IakoH H3 MOIMOTHIEHA BEICOKOH | BCKPBITHA Ha duakon
[LIOTHOCTH Geloro IBeTa ¢ HABMHYHBAIOIIEHCS KpBIIKOM W3 | Hakineera dTukeTka. [lo 1
Ynarcm.ma/ OJMIPONATEHA ¢ KOHTPOJIEM MEPBOTO BCKPHITHA. YKYIOPEHHLIC tdraxony BMECTE c
Packaging ¥ STHKETHPOBAHEIE (IAKOHEI IOMEIAIOT B KAPTOHHDIH kopo6. / HHCTPYKIHEH no
NpUMEHEHHIO B HaUKy
20, 50 or 100 capsules in a white HDPE bottle with a tamper-evident PP | gaprounsyio /
screw cap. A label is applied on the bottle. 1 bottle together with the | 20 capsules in a white HDPE
Instruction for Medical Use in a carton. bottle with a tamper-evident
In-bulk package. PP screw cap. A label is
20, 50 or 100 capsules in a white HDPE bottle with a tamper-evident PP | applied on the bottle. 1 bottle
screw cap. Sealed and labeled bottles are placed in a cardboard box. together with the Instruction
Jor Medical Use in a carton.
Mapxuposka / B COOTBETCTBMH C HOPMATHBHOM JOKy MeHTarwel / CoortBercTByeT /
Labeling According to the normative document. Complies
Ilpu TeMmeparype HE BHIIIC
Yesopms xpasenusy/ | TIpw TeMnepatype He Bbime 25°C B IIIOTHO 3aKPBITOH yIIaKOBKe/ 25°C B IUIOTHO 3aKpHITOH

Storage conditions

Do not store above 25°C. Store in tightly closed package

yIaKoBKe/
Do not store _above 25°C.

Bepcma 01/Ver.01
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Abbott

CEPTHO®UKAT AHAJIU3A/
CERTIFICATE OF ANALYSIS

CEPHA/ BATCH Hara / Date
60865 11.08.2021

Store in tightly closed package

Cpok roguocty/

— Skt

2 roaa. Cpok TIojHOCTH NOCIE
Mecsma/l .
2 years. Shelf life afier the first open

ng of a bottle is 3 months.

2 roma. Cpox TrofHOCTH
[IOCNI€ MEPBOIO  BCKPHITHA

[IEPBOI0 BCKPBITHA (iakoHa 3
P i Li | dbnaxona 3 mecsma /

opening of a bottle is 3 months.

*CeprudHKar aHaH3a TOTOBOTO TIPOJIYKTA MOET COJIepsKaTh I1
B HJ| yKasass! Ha 3asBIIeHHEI cpok roguocTd / The Certificate
limits, while those in the ND are specified Jor the claimed shelf |

Ilpoussoanrens ¢papmaneBTHueckoi cyberanuun (ADH),
The manufacturer of the pharmaceutical substance (AP]

9660rT JIaGoparopus I'mGX, I'epMamus / Abbott |
Justus-von-Liebig-Str. 33, 31535 Neustadt a. Rbg

PKA3ATETH M HOPMBL [IPH BEITYCKe, B TO BPEMSA Kak [IOKA3aTeH H HOPMEI
of Analysis for the finished product may include release parameters and
e

HCTI0TE30BAHHOI PN NPOM3BOACTBE JaHHOIT cepun /

):

.aboratories GmbH, Germany
p. Germany

3asgBnenue o
cepTuduUKanuy /
Certification statement

Hacrosmmum HOOATBEPK/IAKD, |
To9HOH. JlaHHas cepust mperap:
Ka4ecTBa B COOTBETCTBHH C
crenupuramuil PerucTpanmon
YIaKOBKE H LPOBE/ICHHIO AHATH
I hereby certify that the above infi
manufactured, including packagin
requirements of the local Regu
Authorization of the importing co
reviewed and [ound to be in complic

TO BEINICYKa3aHHAS HHPOpMalUs SBIAETCS IIOIMHHOM X
Ta POU3BE/ICHA, BKIIOTad YIAKOBKY/MapKHPOBKY H KOHTPOIb
TpeGoBaniaMH GMP MCCTHHIX peryJIsTOpHBIX OpraHoB Hu
10T0 Jlocke CTPaHb-HMIOpTEpa. 3alHMCH [0 IPOU3BO/ICTRY,
ba IPOBEPEHEL, cooTBeTcTBHe GMP moarteepxaeno. /

brmation is authentic and accurate. This batch of product has been
g/labeling and quality control in full compliance with the GMP
atory Authority and with the specifications in the Marketing

untry. The batch processing, packaging and analysis records were
nce with GMP.,

HMms 1 jonxnocTs
JIALA,0TBETCTBEHHOTO
3a BBIIY CK cepuH /
Name and position/title
of person authorizing
the batch release

Dr. David Schwarzer

Vo

HoMO1eHHoe IO / Qualified person

[Toamuce imna,

r/—\"i
OTBETCTBEHHOTO 32 { \ »
BRIy CK CeprH / \ )
Signature of person / {
authorizing the batch [l . % =
release
Jata nommucu / 11.08.2021

Date of signature

Bepcus 01/Ver. 01
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