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Pfizer Consumer Manufacturing Italy S.r.l.

04011 Aprilia (LT} Via Nettunense, 90
Tel: +39 06 927151 Fax. +39 06 23325555
PEC:qualtypcmi@pec.it

Product name: BIFIFORM PFC 1X30 ATUB
HassaHue npopykra: Buducpopm 30 kan.

Market: RU

Batch no (finished product): CM3088
Cepns Ne (roToBbli npoaykT): CM3088

Batch no (bulk product): CL6454
Cepun Ne (6ank): CLE454

Manufacturing date: 09/2019
Qata nponasoacTsa; 09/2019

Expiry date: 08/2021
Cpok roaHocTu: 08/2021

TEST
TECT

RESULT

Finished Product Item no.: F000030853
ApTHKyn roToBOro nponykta: F000030853

Dosage form: Enteric coated capsules
NekapcrocHuas opmal KANCYNLI KMWEYHOPACTBOPUMbIE

Importing country: Russia
Crpana - umnopTep: Poccusn

Quantity: 87.140 units
Konuvecteo: 97140 ynakoBok

PE3YNbLTAT

SPECIFICATION
CNEUNOUKALKMA

Packing Appearance
| OnwucaHue ynakoBku

Conforms
Coorsercrayer

All printed pkg components conform to registrations
Bce Hane4aTakHbiG KOMNOHEHTLI YNakoBKu
COOTBETCTBYIOT YTBERMACHHLIM

| Labeling
| MapkmpoBka

Conforms

All printed variable data are conform
Bce HaneuaTtanHble NEPEMEHHbIE AaHHbie
COOTBETCTBYIOT.

Physical Appearance
OnucaHue

Cootsetcrayer

Conforms
CootsetcTayeT

A white to almost white hard capsule no.3. Capsule
contenl: white to light yellow powder

Teepable xenatuHossie kancyns Ne 3 6enoro wnu
nouti Genoro useta. Cogepxumoe Kancynsl —
nopoiwok ot 6enoro A0 CRETNO-KeNTaro UuBeTa

Uniformity of mass
_ ORHOPOAHOCTE MacCh!

Conforms
CoorteercrayeT

Complies with Ph. Eur (2.8.5)

Not more than 2 of the individual masses deviate from
the average mass by more than 10% and none
deviates by more than 20%.

B coorsercreun ¢ ED (2.9.5)

He Gonee AByx kancyn ¢ OTKNOHEHWEM OT CpeaHen
raccel Gonee 10%, Y 0AHOA Kancyns ¢
OTKNOHEHWEM OT CpeaHeh maccel fonee 20%.

Average weight
CpeaHana macca

2834 mg
283 4 mr

2816 mg 5 % (267.5 mg - 295.7 mg)
2816 mr 2 5% (267.5 mr - 295,7 mr)

Disintegration
PacnanaemocTts

Conforms
CoortseTctayer

Conforms to Ph. Eur (2.9.1) Gastro-resistant
Capsules

(NLT 120 min in 0.1 M hydrochloric acid solution,
NMT 60 min in pH 6.8 solution) (with discs).

B cooTsetcTBuM ¢ ED (2.9.1) Kancynsl
KWWEYHOPACTBOPUMBIE

(He meree 120 muH. B 0,1 M pactaope
XNOPWUCTOBOAOPOAHON KMCMOTbI ¥ HE Bonee B0 MuH. B
hacdaTHom Bydeprom pacteope ¢ pH 6.8) (¢
auckamn)

| Enterococcus faecium
_Enterococcus faecium

' 101.00 E*? cfuicps
| 101x10 KOE/xancyna |

>=1.00 E+7 CFUICDS
He menee 1 x 10” KOE/kancyna

Identification Enterococcus faecium
MoannHHocTk Enterococcus faecium

Positive
MNonoxurensHxo

Positive
NonexnrensHo

Bifidobacterium longum
Bifldobacterium longum

41.00 E+7 cfulcps
41x10’ KOE/kancyna

>=1,00 E+7 CFU/cps
He mewee 1x 107 KQOE/kancyna

Obuee 4Mcno aapobHbix MUKPQOPraHuaMoB

0 KOE/kancyna

Identification Bifidobacterium longum | Positive Positive
NoanvrHocTk Bifldobacterium longum | MonoxwmrensHe MonoxuTensHo
Total aerobic microbial count (TAMC) 0 cfulcps <= 50 CFU/M cps

. Saprophytic Bacteria

i O cfu/cps
0 KOE/kancyna

He Bonee 50 KOE/kaneyna .0 "0
<= 50 CFU/ cps T
He Gonee 50 KOE/kancynal. -~
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“Spore-forming Bacteria Absent Absent CFU/ 1cps f B

Cnopoobpasyrowmne Bakrepuu _ Oteyrcraytor OrcyrerayoT KOE/ nancyna B

Total combined yeasts/moulds count (TYMC) | T, sl
Ofwee YHMCNO NNECHEBbLIX U APOXKEDLIX Absent i Absent CFU/ 1cps ! . v-; i
rpubos i Otcyterayior OtcyrcrayoT KOE/ kancyna Y N
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Pfizer Consumer Manufacturing Italy S.r.l.

04011 Aprilia (LT) Via Nettunense, 80
Tel: +39 06 827151 Fax, +39 06 23325555
PEC:qualitypemi@pec.it

Product name: BIFIFORM PFC 1X30 ATUB Finished Product Item no.: FO00030853

Haasanue npopykra: Budmndhopm 30 kan. ApTWKyNn roToBoro npoaykta: FO00030853

Market: RU

Batch no (finished product): CM3088 Dosage form: Enteric coated capsules

Cepusa Ne (roToekii npoaykT): CM3088 NekapcTaeHHan opma: Kancynbl KMIWEYHOPACTBOPMMBIE
Batch no (bulk product): CL6454 Importing country: Russia

Cepun Ne (6ank): CLB454 CrtpaHa - umnoprep: Poccus

Manufacturing date: 09/2019 Quantity: §7.140 units

[arta npoussoacrsa: 09/2018 KennyecTtso: 97140 ynakoBok

Expiry date: 08/2021
Cpox roaHocTu: 08/2021

TEST i RESULT SPECIFICATION
TECT PE3YNbLTAT CNEUNDUKALINA
Bile tolerant gram negative bacteria
YcTonumnBbie K [ENCTBUIO Xenyu Absent Absent /1cps
rpamMoTpuLaTenbHeie BakTepun OrcyterayioT OtcyTtetByoT / Kancyna
Staphylococcus Aureus Absent Absent /1cps
Staphylococcus Aureus OtcytcteyeT OrcytcrayerT /kancyna
Salmonella  Absent Absent /10 g
Salmonella Orcyrcrayer OtcytctByeT /10 1 _
Pseudomonas aeruginosa Absent Absent /1cps
Pseudomonas aeruginosa Orcyreteyer OteyTersyer /kancyna
Loss on Drying { 0.39% NMT 4%

. NoTeps B Macce Npy BbiCYyWWBaHWK ! 0.39% He Gonee 4%

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

HacToawumM noATBepxAan, 4T0 BhbIWEYKa3aHHAA WHMOPMauusl KBNAETCR LOCTOBEPHOR W TOMHOM. [anHan
cepusn  npoaykTa GbinNa WM3roTOBMNEHA, BKNIOYAS YNakOBKY /| MAPKUMPOBKY W KOHTPONk KauecTsa, B fOMHOM
coorsetcTBum ¢ TpeboBaHuaMu GMP nokanLHOro perynaTopHOro opraHa M B COOTHETCTBMM CO
cneunuKaumen, 3aperucTpUpoOBaHHOR B8 crpaHe-umnoprepe. MpoTokonbl  NPOM3BOACTBA, YNAKOBKM M
pe3ynbTaTel aHanu3ia cepuu 6bINK NpoBEpeHbl ¥ NPHIHAHLI COOTHETCTEYIOWMMHU GMP,

Signed by: o Date:
Noanvce: L L HaTa:
/" Dr. S. Conti
Registered Qualified Person
Ooxtop S, Conti
YNONHOMOYEHHOE NUYO No
Kauecray
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