Cepr. Ne: 20005011

HueuryTo ne Anrenn C.P.J1. [pyamu 103/c- 50066

Perrenno (@nopennna) — Uranus

TTpouspoacTeenHan aHucH3nA Ne: aM-138/2018 ot 07/11/2018
Ceprudnxar GMP: IT/233/H/2018

HucTHTYTO 1e AHTeH

CepTuduKaT aHAIM3a U COOTBETCTBUA

Hassanue npoaykra: TYTTAJAKC kanau a8 npuema BHYTpb 7,5 mr/ma 15 ma, Poceniickan
Menepanua
Cepus Ne: 032397A Ne anajn3a: 20003991- 2-1
ApTHKYT Ne: 464529 Jara npoussoacTea:  16.06.2020
Cepus npomMe:RyYTOUHOI0 NPOAYKTA: 032397 CpoK roiHocTH: 06 /2023
BIX xoa/ YnaxkoBouHbIi MaTepHaT: Prnakos (monuatHned  Hamewatamo: 27.07.2020
BBICOKOH IJIOTHOCTH)
TecroBasi ciennguranna Ne: 77338- Kon 3akazumka: 663609
p510a00301+ND
ITpouseoacTBeHHAA cnenHQHKALHS 77338 p330a00103
Ne:
PerucrpaunonHoe ceugerenabeTeo Ne: [T N015238/01
Crpanunua: 1

HcneiTanue Crneundukaunsn PesvasTar Ouenka
Onucanue

[Ipo3paunslii pacTBOp, cllerka BA3KHii, OT GeclBeTHOrO CootBeTcTBYET Cc

JI0 JKENTOBATOTO HITH CJIETKA JKeJITOBATO-KOPHUYHEBOTO

[OBETA.
3anax

IlouTH HeoNIy THMBIH CooTBeTcTBYET C
Ileet pacTBOpa

He Gosee MHTEHCHBHO OKpPALLEH, 4eM PacTBOP CootrsercTByeT C

cpaBHeHHA B9
ITpozpauHocTs pacTeopa

OnanecueHuys He Oonee, yeM y cycneHsuH cpaBieHusa I CooTBeTcTBYET G
pH

4,5-52 5,0 c
OTHocHTe/IbHAS IVIOTHOCTD

d(20/20)

1,148 — 1,168 1,165 C
Jo3a H OHOPOIHOCTE 03I

Macca kax/10H 1036l He J10JKHA OTKJIOHAThCA Ha Oonee  CooTBeTCTBYET &

yem +£10% ot cpenneit macchr 10 1o3. O6mas macca 10
103 He J0MKHA OTKIIOHATECA Ha Oonee yeM £15% ot
TeopeTrnyeckoi maccol 10 103.

CkopocTh NajieHns Kanenb He JOJ/DKHA MPEeBbILAaTh 2
KaIUIM B CEKYHIY.
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Cepr. Ne: 20005011

Uncrnryro ae Aurems C.P.J1. Tpynmu 103/c- 50066

Perremto (Paopenuns) — Hramia

TMpoussoncTBerHas auueHsna No: aM-138/2018 ot 07/11/2018
Cepruduxar GMP: 1T/233/H/2018

Uncruryro ae Aureiau

Ceprudgukar aHaIu3a H COOTBETCTBHSA

Ha3zpanue nMpoayKTa:

T'VTTAJIAKC kanuu 275 puemMa BHYTPb 7,5 Mr/mi 15 mu, Poccniickan

degepauus
Cepun Ne: 032397A Ne apanmu3a: 20003991- 2-1
ApTukyn Ne: 464529 Jlata npomssoacTea:  16.06.2020
Cepusi TPOMEAKYTOHUHOrO MPOAYKTA: 032397 Cpok rogaocTH: 06 /2023
BIX xon/ YnakoBo4HbIH MaTepHaT: ®nakoH (momoTunen  Hanewatano: 27.07.2020
BBICOKO# IIOTHOCTH)
Tecropas cnennpuranna Ne: 77338- Kopn 3aka3unka: 663609
p510a00301+ND
IIpousBoacTEeHHAs CeuHpHKALHS 77338_p330a00103
Ne:
Pernctpanmnonnoe ceuiereaberso Ne: [ N015238/01
Crpanunna: 2
HcneiTanue Crnennduxauus PesyasTar Ouenka
MopaunHOCTE
Hatpus nukocyangat (BIXX/nnonnas marpuua)
CoOTBETCTBYET CTAHAAPTY CoOTBETCTBYET &
Hatpns nukoecynsdar (TCX + BIXX)
CoOoTBETCTBYET CTAHAAPTY Tect onyuieH
Hatpus denszoat (BOXKX)
CooTBeTCTBYET CTaHAAPTY CooTBeTCTBYET C
Harpus 6Genzoat (TCX)
CoOTBETCTBYET CTAHIAPTY Tect onyIeH
Pacnan aKkTHBHOTO HITPEIHEHTA
C-LA 401 NA (BOXX)
<=0,76 %
(sxBuBanentHo 1,0% pacnasmierocst HATPUA 0,00 C
mukocyb(aTa MOHOTHAPATA)
C-Okceun (B2XX)
<=02% 0,0
(oxBuBanenTHO 0,2% pacnaBlIerocsa HATPHA
nukocynspaTa MOHOTHIPATa)
JoGoii Hecnenupuueckuii npoaykr pacnaaa (BOXKX)
<=0,2% 0,0 C
CymMa npoaykTtos pacnaja (B9XX)
<=14% 0,0 c
KosinuecTBeHHOE Colep:KaHHE
HaTtpusa nukocyabdaTa Momoruapat (B2XKX)
713,0— 788,0 mr/100,0 mn 752,9 C
KoncepsaHT
Harpus demsoar (B2XKX)
180,0 — 220,0 mMr/100,0 mn 198,5
O06beM co1ep;KUMOro yNaKkoBKH CooTBeTCTBYET
MukpoGHOTOTHYECKAS YUCTOTA, KOHTPOIHpYeMad MepHOIHYeCKH ﬂy\j e '
g- ww}-/é\
3 (7'/(' C‘”\O




Cepr. Ne: 20005011

Wucrntyto ne Aurenu C.P.JL Ipynm 103/¢c- 50066 HHCTHTYTO ne AHTeId

Perresuio (®nopenumsa) — Mrammsa
TTpoK3BONCTBEHHAA JTHICH3HA Ne: aM-138/2018 ot 07/11/2018
Ceprugurar GMP: IT/233/H/2018

Ceprudukar ana u3a H COOTBETCTBUS

Ha3paHne NpojayKTa: TYTTAJAKC kan/ju JJisi NnpHeMa BHYTph 7,5 mr/ma 15 ma, Poceuiickas
degepauns
Cepus Ne: 032397A Ne anaju3a: 20003991- 2-1
Apruiyn Ne: 464529 JlaTa MpOH3BOJACTBA: 16.06.2020
Cepust IPOMEXKYTOHHOr0 NPOAYKTA: 032397 Cpox rogHOCTH: 06 /2023
BIX koa/ ¥YnakoBoUHbIi MaTepHAJI: dnakon (monmmotiien  HameuaTano: 27.07.2020
BBICOKOIt TLIIOTHOCTH)
Tecrosas cnenuduramna Ne: 77338- Koa 3aka3zyuKa: 663609
p510a00301+ND
ITpousBoACcTBEHHAN cnenuduKanus 77338_p330a00103
Ne:
PerucTpauioHHO¢ CBHAETENLCTBO Ne:  IINO15238/01
Crpanuua: 3
HcnbiTanue Cnenndurauus PesviabTar Ouenka

Pa3mMep BbITYIIEHHO# cepuy (WIT): 94387 - IIPUMEUYAHME: HoMep HOpMATHBHOTO JIOKYMCHTA: TIN015238/01

Ouenka: CooTBeTCTBYET

JasBreHHE O CepTHOHKALHH!

HacTosLuMM NOATBEPANAI0, UTO BCe ITAMBI MPOH3BOICTRA JAHHONH MAPTHH TFOTOBOI NPOIYKUHH OBIIH
[IpoBeAcHbI B MOJIIOM COOTBETCTRHH C GMP tpedosannamn EU a Takixke ¢ TpeGoBaHHIMHE MAPKETHHI0BOTO
paspelenns CTPaHbI HAZHAYEHMS.

VronmoMmoueHHoe muno:  Hucmumymo Oe Anzeau c.p.
KeanuguUuposaHHolil
compyonux /p.cca
HMaona I'uopu
IMoonucs

Jara: 27.07.2020

Cepust nposepena (OTaen papMaueBTHICCKOTO ghimycka): dr. Beatrice Nannini Jlara: 27.07.2020

* % ***KOHCH OT‘{CTH*****

3 O‘\ & )
oA x;{:ﬁ;’fl
Hefl«Canogu POCOMAL T,

Y Bk iabe Hoh
?3 Sanofl Russia AD if;.:,
RN 7o
‘,,\,“:“M m_,_,.__/ &

P MO CK 8 ool




Cert. No : 20005011

Istituto De Angell S.r.L.-Loc. Prulli n, 103lc- 50066 Reggelio (FI)-ltaly
Manufacluring Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018

stifuto® ©
De Angeli
e

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mg/mi 15ML RU

BatchNo.:  032397A No. of Analysis : 20003991 -2- 1
Article No. : 464529 Date of Manufacture : 16.06.2020
Semifinished batch 032397 Expiry date: 06 /2023
BIX codef Pack. Mat. : BOTTLE (HDPE) Printed on : 27.07.2020
. Testing Spec. No. : 77338-p510200301+ND Customer code: 663609
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 1
Test
Specification Result Evaluation
_ Appearance
Clear, colourless fo yellowish or slightly yeliowish-brown, Conforms C
slightly viscous solution
Odour
Almost Imperceptible Conforms c
Colour of the solution
Not mare intensely coloured than reference solution BS Conforms c
Clarity of the solution
Not more opalescent than reference suspension | Conforms C
pH
45-52 5,0 C
- Relatlve density
d(20/20)
1,148 - 1,168 1,165 c
Dose and uniformity of dose
The welght of each dose should not deviate by more than  Conforms c

+)- 10% from the average weight of 10 doses. The total
weight of 10 doses should not deviate by more than +-15%
from the theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.

Identification

Sodium picosulfate (HPLC/ Diode Array ) 5-?;"/
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Corresponding to standard Conforms llké'ﬁ' : c
We
Y
Sodlum picosulfate (TLC+HPLC) K
Corresponding to standard TO
Sodium benzoate (HPLC)
Corresponding to standard Conforms C

Sodium benzoate (TLC)
Corresponding to standard T0



" Cert. No : 20005011

g
Istituto ®
De Angeli
-
Istituto De Angeli S.r.L.-Lec. Prulli n. 103/c- 50066 Reggello (Fl)-Haly
Manufacturing Authorization N°: al-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/mi 15ML RU
Batch No.:  032397A No. of Analysis : 20003991 -2 -1
Article No. : 464529 Date of Manufacture : 16.06.2020
- Semifinished batch 032397 Expiry date: 06/2023
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 27.07.2020
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663609
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 2
Test
Specification Result Evaluation
Actlve ingredient decomposition
C-LA 401 NA (HPLC)
<= 0,76 % 0,00 . C
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HrLC)
<=02% 0,0 C
(Equivalent to 0.2% degraded sodium plcosuifate
monohydrate)
Any unspecified degradation product (HPLC)
<=02% 0,0 C
Total degradation products (HPLC)
<=14% 00 ¢
Assay
Sodium picosulfate monohydrate (HPLC)
713,0 - 788,0 mg/100.0 ml 752,9 c
- Preservative content
Sodium benzoate (HPLC)
180,0 - 220,0 mg/100.0 ml 198,5 G
Volume of contents
Conforms c

_ Microbiological purity tested periodically




Cert. No : 20005011

Istituto )
De Angeli
- e
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50086 Reggello (FI)-italy
* Manufacturing Authorization N°; aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  032397A No. of Analysis : 20003991 -2 - 1
Article No. : 464526 Date of Manufacture : 16.06.2020
Semifinished batch 032397 Expiry date: 06 /2023
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 27.07.2020
Testing Spec. No. : 77338-p510200301+ND Customer code: 663609
Manufacturing Spec. No. :  77338-p330a00103
Marketing Authorization No: PN 015238/01
' Page: 3
Test
Specification Result Evaluation

Batch quantity released (pcs) : 94387 Note: Number of the Normative Document: P N015238/01

Evaluation : Conforms

Certification statement:

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
. compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

istitute-be ig-n AN
Qualified Person: / Elualiﬂ erson _

. o
Date: 2,9-{1,9'? 2505

Dr.ssa Paadld

Batch Review {Pharmaceutical Release Dept.): Dr. Beatrice Nannini
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