Cepr. Ne: 19006981

Huctatyto ne Anrenn C.PJL Tlpynnu 103/c- 50066

Perrensio (Pnopenuna) ~ Hranus

IMponseoncteeHsan nuuensva Ne: aM-138/2018 ot 07/11/2018
Ceprwduxar GMP: iT/233/H/2018

CepTundukat aHaIN3a H COOTBETCTBUSA

HHcTuTyTO A€ AHTenu

Hazrauue npoaykra; I'YTTAJNAKC xanin ana npuema BHYTPL 7,5 mr/va 15 ma, Poceniickan

denepannn
Cepuin Ne: 9328268 Ne anannia: 19006992- 2-1
Aprakyn Ne: 464529 Jdara nponssoncrea:  31.10.2019
CepHa NMpoMeXxKyTOYHOr0 MPOAYKTA: Cpox roguocrn: 10 /2022
BIX kon/ ¥YnakopouHnlit MaTepnan: ®naxon (nonyaTHneH  HameuaTtaHo: 05.12.2019
BLICOKOH MIIOTHOCTH)
Tectopan cneundurkanus Ne: 77338- Koa 3axazunka: 663609
p510a00301+ND
IponsseacTBeHHas coeunduKALHA 77338_p330a00103
Ne:
Perucrpauncruoe cengerensctbo Ne: 1 N0O15238/01
Crpannua: 1

Henbitanne Cnenndukauna Pesyantat QOuenka
Onucanne

[Mpo3paunkiii pacTBOp, clerka BA3KKHA, oT GecuseTHOrO CooTBeTcTBYET C

110 JKENTOBATOrO WIH CHErKA KEJITOBATO-KOPHMHEBOTO

uBeTa.
3anax

[TouTH HeOLYTHMBII CooTBeTcTBYET C
Ilrer pacTropa

He Gofiee MHTEHCHBHO OKPALLEH, YeM PacTBOp COOTBETCTRYET C

cpasterus B9
IMpo3paMHOCTE PACTBOPA

OnanecueHuus He Gonee, YeM Y CyCNEH3HH cpasHenns [ CooTBercTBYST C
pH

45-5.2 5,0 C
OTHOCHTENILHAS IIOTHOCTE

d4(20/20)

1,148 - 1,168 1,164 C
o33 0 0AHOPOAROCTE K03BI

Macca kaxmoil no3bl He NOMKHA OTKIOHATLEA HA Bonee  CooTReTCTBYET C

yem +10% or cpeaHeii maccnl 10 ae3. O6Gwas Macca 10
03 He J0JIKHA OTKIOHATLCA Ha Donee yeM =15% ot
TeopeTHYeckoit Maccel 10 a03.

CKOpOCTb MafeHHA KANEnb HE A0JDKHA NPEBLILLATY 2
Kanny B CEKYHJY.,




Cepr. Na: 19006981

Huetiryto ne Anrens C.PJL Tpynna 103/c- 50066

Perrenna (Gnopenuna) — Hranns

TIpou3IBoAcTBeHHaA aHueH3uA No: aM-138/2018 o1 07/11/2018
Ceprndmkar GMP: [T/233/H/2018

CepTHduKaT aHANH3A M COOTBETCTBUSA

HNHCTUTYTO Ae AHrean

Hazeanue npogyrra: FYTTAJAKC kanan ana npuema BHYTpb 7,5 mr/mu 15 ma, Poceniickan
depepaunn
Cepusa Ne: 9328268 Ne anannza: 19006992- 2-1
ApTiryn Ne: 464529 Jara npomsponerea:  31.10.2019
Ceplfi IPOMEKYTOYHOFO NPOSYKTA: CpoK roxHocTH: 1072022
BIX xoa/ ¥YnakoBouHbiii MaTepuan: Onakod (nonuataen  Hanewarawo; 05.12.2019
BBICOKOH 11IGTHOCTH)
TecroBan cmeundrixanun No; 77338- Kop zakazunka: 663609
p510a00301+ND
HMpouspogcreennan cnenandnranng 77338 _p330a00103
Ne:
Perncrpannonnoe cenerenncreoe Ne:  [1N0O15238/01
Crpaunnua: 2
HenbiTanne Crnennduxanns Pesyaprar Ouenka
MonauunocTn
Hatpus nuxocynsdar (BOWX/anonnas Matprua)
COOTBETCTBYET CTAHAAPTY CooTeeTcTBYET C
Harpua nukocynwgar (TCX + BIXKX)
COOTBETCTBYET CTAHAAPTY TecT onyweH
Hatpusn fenzoar (B3XKX)
CooTBETCTBYET CTAHNAPTY CooTBeTCTBYET C
Hatpus 6enzoar (TCX)
CooTBeTCTBYET CTAHAAPTY TecT onyLueH
Pacnaj akTHBHOTO HHIPeAHeHTAa
C-LA 401 NA (B3XKX)
== 0,76 %
(axBuBaneHTHO 1,0% pacnasiuerocs HaTpus 0,00 C
nukocynbdara MOHOTHIPATa)
C-Oxena (B3XKX)
== 0,2% 0,0
(sxeuBanenTHo 0,2% pacnaswmerocs HaTpus
nuxocynb(aTa MOHOTHApaTa)
JIwboil necneundiuecknii npoaykt pacnaga (B3XX)
== 0,2 % 0,0 ©
Cymmia npoaykToes pacnaaa (BOXX)
== 1,4 % 0,0 C
KoaudecTBeHHOE cOoepxKaHIe
Hatpua nuxocyibpara moworngpar (B3XX)
713,0- 788,0 mr/100,0 mn 758,9 C
KoncepBanr
Harpun 6enzoar (BZHX)
180,0 - 220,0 Mr/100,0 mn 199,9 C
00beM COnEPRIMOr0 YNAKOBKH CooTBETCTBYET C

Mlmpoﬁuo.uoruqecxau HYHCTOTA, KOHTPOJANPYEMAaNA NMEePHOAHYECKH




Cepr. Ne: 19006981

Hictutyto ae Aurent C.PJL Tpynau 103/c- 50066 HHCTHTyTO ne Al-ll"e.ﬂlfl

Perresno (Pnopenuna) — Hranua
Ipon3sozcTeeHnan nHuensHa Ne: aM-138/2018 ot 07/11/2018
Ceptaduxar GMP: 1T/233/H/2018

Ceanq)mcaT AHAJIM3Aa H COOTBETCTBHUSA

Ha3eanme npoaykra: I'YTTAJAKC xanau pjas npueMa BHYTPS 7,5 mr/ma 15 ma, Poceniickan
Depepanunn
Cepua Ne: 932826B Ne ananmsa: 19006992- 2-1
Aprukyn Ne: 464529 Jlara npouseoacrea:  31.10.2019
Cepusi NpoMexKyTOYHOr0 MPOAYKTA: CpoK roaHocTH: 10/2022
BIX kon/ ¥YnakosouHslii MaTepitan: ODnaaxon (nonwathnes  Hanewarano: 05.12.2019
BLICOKOH NIOTHOCTH)
Tecropan cneunduxanns Ne: 77338- Kon 3aka3una: 663609
p510ac0301+ND
IIpon3eoncreeHHan cnennguKanng 77338_p330a00103
Ne:
Perncrpaumonnoe cengerenscreo Ne:  [1NO15238/01
Crpannua; 3
HenuiTanne Cnewnduranms PesyanvaT Ouenka

-.Pé3hjlép_l.3.bll'lyl.l.lEHHOFl cephu (wt): 95361 - IPHMEYAHME: Homep HopmaTuBHOro AokymenTa: I1

NO15238/01

Ouenka: CooTBeTcTBYeT

3aseneHue o cepTHHKALMK:

Hacrosimum noaATBepxXAa10, YTO BCE ITARLI NPON3BOACTRA AAHHOI NAPTHH roToBoil MPoAYKUHI OB1IH
nposexennt B monHom coorsercrenn ¢ GMP rpebopannavn EU a taxae © TpefoBaHNAMH MapKeTHHIOBOTO

pa3pellennd CTPAHLI HAIHAYEHHSA.

YNMOAHOMOUEHHOE NKID:

JHara:

Hucmumymo de Anzenu c.p.
Keanugpuynposaniiii
compyonux p.cea

Haona Fuopu

Hoonuce

05.12.2019

Cepusa npoeepena (Otaen gapmalesTHueckoro srinycka): dr. Beatrice Nannini Jlata: 05.12.2019

*****KOHCH OquTa*lll**lll




Cert, No : 15005951

Istituto De Angell S.r.L.-Loc. Prulll n. 103/c- 50066 Reggelo (Fi)-ltaly
Manufaciuring Authorization N°: ai-136/2018 datad 0711172018
GMP Coertificate Mo: IT/233/H/2018

Istifito @

Certificate of Analysis and Conformance

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

BatchNo.:  932826B

Article No. : 464529

Semlfinished batch

BIX code/ Pack. Mat. : BOTTLE (HDPE)
Testing Spec. No. : 77338-p510200301+ND

Manufacturing Spec. No.:  77338-p330200103
Marketing Authorization No: PN 015238/01

= AL e

Test
Specification

Appearance
Clear, colourless to yellowish or slightly yellowish-brown,
slightly viscous solution

Odour
Almost imperceptible

Colour of the solution
Not more intensely coloured than reference solution B9

Clarity of the solution
Not more opalescent than reference suspension |

pH
45-52

Relative density

d(20/20)

1,48 - 1,168

Dose and uniformity of dose
The welght of each dose should not deviate by more than
+/- 10% from the average welght of 10 doses. The lotal
weight of 10 doses should not deviate by more than +-15%
from the theoretical weight of 10 doses. The dropping
speed does not excead 2 drops per second.

Identification

Sodium plcosulfate (HPLC/Diode Array )

Corresponding to standard

Sodlum picosulfate (TLc +HPLC)
Cormresponding fo standard

Sodium benzoate {HrLC)
Corresponding to standard

Sodlum benzoate (TLC)
Comesponding to standard

De Angeﬂ

No. of Analysis : 19006992 -2-1
Date of Manufacture : 31.10.2019
Explry date: 1012022
Printed on : 05.12.2019
Customer code: 663609

- . Page:1
Result Evaluation
Conforms c
Conforms C
Conforms C
Conforms c
5,0 C
1,164 C
Conforms C
Conforms C

Conforms

«CaHodu Poccuas

Sanofi Russia AQ



Cert. No ; 19006081

istituto De Angel S.r.LAoc. Prulll n. 103/c- 60066 Repgallo (Fij-ltaly
Manufacturing Authorization N*: aM-138/2018 dated 07/11/2018
GMP Certlficate No: IT/233/H/2018

Istifuto ®

De Angell
- e

Certificate of Analysis and Conformance

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

Batch No.:  932826B No. of Analysls : 19006992 - 2- 1
Article No, : 464529 Date of Manufacture : 31.10.2019
Semifinished batch Explry date: 1012022
BIX code/ Pack. Maf. : BOTTLE (HDPE) Printed on : 05.12.2019
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663609
Manufacturing Spec, No, :  77338-p330a00103
Marketing Authorization No: PN 015238/01
.. I Page:2
Test
Specification Result Evaluation
Active Ingredient decomposition
C-LA 401 NA (HprLC)
<=0,76 % 0,00 Cc
{Equivalent to 1.0% degraded sodium picosullate
monohydrate)
C-Oxide (HpLC)
<=02% 0,0 c
(Equivalent to 0.2% degraded sodium picosulfate
monchydrate)
Any unspecified degradation product (HrLC)
<=0,2% 0,0 C
Total degradation products (HPLC)
<= 1,4 % DIO C
Assay
Sodium picosulfate monohydrate (HPLC)
713,0 - 788,0 mg/M100.0 ml 7589 Cc
Preservative content
Sodium benzoate (HrLC)
180,0 - 220,0 mg/100.0 ml 199,9 c
Volume of contents
Conforms c
Micrebiologlcal purity tested perlodically
P Ty
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Cert. No : 19006981

Istifuto®
De Angeli
<
Istiluto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-laly
Manufacturing Authorizalion N*; ah-136/2018 dated 07/11/2018
GMP Certificate No: [T/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
Baich No.:  932826B _ No. of Analysis : 19006992 - 2 - 1
Article No. : 464529 Date of Manufacture : 31.10.2019
Semifinished batch Expiry date: 1012022
BIX code/ Pack. Mat. : BOTTLE (HDPE}) Printed on : 05.12.2019
Testing Spec. No.: 77338-p510a00301+ND Customer code: 663609
Manufacturing Spec. No.: 77338-p330200103
Marketing Authorization No: PN 015238/01
Test
Specification Result Evaluation

Batch quantity released (pcs) : 92665 Note: Number of the Normative Document; P NO15238/01

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.

Date:

Batch Review (Pharmaceutical Release Dept.). Dr. Beatrice Nannini Date: 05.12.2019

= End of Report *****




