AEKJAPAIIUSI O COOTBETCTBUHA

JAEKJAPAHT, IPHHUMAIOUIHAMN IEKJAPALIMIO O COOTBETCTBUU

AO "Canogpu Poccus"

3apeeucmpupoeano : Mescpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.05.2002

Adpec: 125009, 2. Mockea, ya. Teepckasn, 0. 22. Tenegon:8 (495) 721-14-00

B nuye: I'enepanvnerii oupexmop Adaman H.B.

Aosepennoe nuyo: Knoxosa FO.C., dosepennocme 6/u om 01.12.2017

3ASBJISIET, UTO

nexapcmeennoe cpedcmeo. I'ymmanaxe kanau onst npuema enympo 7.5 me/mn 15 mn, raxon-kanenvruybi
niacmuxogvle (1), nauxu kapmounvie, PY Ne IT N015238/01 om 02.10.2009 (0ama zamenvt 01.08.2017) evioano
AO "Canogu Poccus”, cepus 8320444, napmus 95031 ynarkosok, 2oden 0o 01.05.2021, npouszeodcmea
Hucmumym oe Anzenu C.PJIL, Hmanus, Instituto De Angeli S R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, koo OKIT/2 21.20.10.115, ko0 TH B3J] 3004900002, konmparxm Ne 250/40056192/F-2 om
20.10.2010, unsouc Ne 9085297633 om 06.07.2018

COOTBETCTBYET TPEEOBAHUSIM
TIN015238/01-270110 (H 42-8495-08 usm. Ne 1-4)

JAEKJIAPAITUSI IIPUHSITA HA OCHOBAHUH
npomoxon ucnvimanuit Ne 1998 o om 17.07.2018 HJI OO0 HI] "®APMOFOPOHA", ammecmam
axxkpedumayuu POCC RU.0001.21 @J140, Cepmugpurxam POCC IT. ®MOS.CI18512 om 17.07.2018

JIATA FIPHHSITHS AEKJIAPALUH 17.07.2018
JEKJIAPALUST JEHCTBUTEJLHA 10 01.05.202]
Canodu Poce B
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4 Knokora 10.C.

OeRAAPANNT 4 MHHCL D.H.0

CBEJEHUS O PETUCTPAIIUH

OPTAH IO CEPTU®HUKALMH, 3APETUCTPHPOBABIIHIT JAEKJAPAITHIO

RA.RU.11DMO8 OPIAH ITO CEPTHDHKAIIHH HPOAVKIHH OBIJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[[EHTP KOHTPOJIS KAYECTBA "

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, aopec opeana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eeo-
caunm. oykx.pa.

JAEKJIAPALIMSI O COOTBETCTBHU 3APET MCTPUPOBAHA N POCC IT. DOMO8.7707358

JATA PEFUCTPALIAM /7.07.2018

Kauan E.B.
3am. pykoBogurtens OC

opean no_
-cephidurciging
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Hacturyro ne Auremu C.P.JIL. Ipynau 103/c- 50066
Perremnno (®nopennus) — Utams

CEPTU®UKAT AHAJIM3A

IYTTAJIAKC xanuu ans npaéma BHYTPbL 7,5 Mr/mur 15 ma
Cepun: 832044A

ITpon3senen: 08/05/2018

Iozmen no: 05/2021
HI IIN015238/01-270110
ITOKA3ATEIIN HOPMBI PE3YJIbTATBI
Onucanue Mpo3spayHbil  pacteop, cnerka BA3KMIA, OT 6BecuseTHoro A0 Cootsetcreyer
KENTOBATOrO MW CIIErka KENToBaTO-KOPUYHEBOrO LBeTa.
3anax MoYTH HeoLLyTUMBIN CootBetcrBYET
Liset pacTBopa He 6onee uHTeHCHBHO OKpalUeH, YeM pacTBop cpaBHeHus BO CooteeTcTBYET
MpozpauHocTs pacTeopa OnanecueHuus He bonee, uem y cycnenzun cpaBHeHus 1 CooteetcTByeT
3HayeHue pH 45-5,2 51
OTHOCWTENbHas NNOTHOCTL d(20/20) 1,148~ 1,168 1,164
[lo3a u ogHopogHocT [03UpoBaHUA Macca kaxxaoit 4o3sl He gomkHa OTKNOHATLCA bonee yem +10% | CooTseTcTBYET
OT cpeaHelt Macce! 10 foa. Obusas Macca 10 o3 He ponxHa
OTK/OHATLCA Gonee yeM +15% ot TEOpEeTHYeckoit Maccel 10
[03.
CKOpOCTb NageHns kanens He AO/MKHA NpeBblaTh 2 Kannu B
cexyHay.
NoanuuHocTb
- HaTpus nukocynstar (B3XX/nvoaHas CootBeTcTByEeT CTaHaapty CootsetcTByET
MaTtpuua)
- Hatpus nukocynsar (TCX + B3XX) | Cootsercreyer CTaHaapty TecT onywueH
- Hatpua 6ensoar (B3XKX) CooteetcTBYeT CTaHnapty CootBetcreyeT
- Hatpus 6eHzoar (TCX) CootBercreyet CTaHaapTy TecT onyuwen
Pacnapn aktueHoro uHrpeaneHTa
= C-LA 401 NA (B3XX) <=0,76% (axsuBaneHTHo 1,0% pacnasiwerocs HaTpus 0,00
nuKkocynedata MoHoruapara)
- Jhoboit Hecneundmrueckmit npoaykT <=0,2% 0,0
pacnaga (B3XX)
- CyMMa npoaykToB pacnaga (B3XX) <=14% 0,0
KoHcepeaHT Hatpus 6ensoar (BIXX) 180,0 ~ 220,0 mr/100,0 mn 202,2
KonunuecrseHHoe CoAepXaHWe HaTpus 713,0~ 788,0 Mr/100,0 mn 764,7
nuKocynbata MoHoruapat (BIXKX)
O6vem cogepxumoro CootsetcrByeT CTaHgapTy CooTeeTcTBYET

Hacrosmmm nonreepxpato, 4to Bhimeykasansas MHOOPMALKS ABNSETCS I0CTOBEPHO H NpaBUIbHOIL.

MaHHas cepus JiekapcTBEeHHOrO cpencTea NPOM3BEACHA, BKIIIOYas YIIAKOBKY W KOHTPO/Ib KAYECTBA, B YKA3aHHOM
BRILIE MECTE B TIOIHOM COOTBETCTBHM C TpeGoBanuamu GMP mectoro PErYJIATOPHOIO OpraHa H crieuQHKaiusm,
3aperiCTPHPOBAHHBIM B MMIIOPTHPYIOLIEH cTpaHe.

OTueTsl 0 IponsBoacTBe cepun, ynakoske 1 KOHTpONeE KauecTea GbL1M MPOBepeHb! ¥ IPH3HAHBI
COOTBETCTBYIOLIHMH TpeboBauuaM GMP,

JIrobrie oTKIOHEHHS BBITH OLEHEHBI 10 BbINyCKa CepHH. JlaHNas cepus BLIMyIIEHa YHIOTHOMOYEHHBIM JTHLIOM.

Pemenue: Brinymen 13/06/2018 Ynonnomouennoe aumo: Dr. Rogai Alessio
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AO «Canogm Pocenan
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Anpec: 125009, Mockea, ya. Teepckan, 22, Ten.: (495) 721-1400. Daxc: (495) 721-1411. www.sanofi.ru J/
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Istituto De Angell S.r.L.-Loc. Prulll n. 103/c- 50066 Regoeflo {FI)taly
Manufacturing Authorization N°: aM-32/2016 del 02/03/2015
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
Batch No.:  832044A No. of Analysis : 18002949 - 2 - 1
Article No. : 464529 Date of Manufacture : 08.05.2018
Semifinished batch 832044 Expiry date: 0572021
BIX code/ Pack. Mat, : BOTTLE (HDPE) Printed on : 13.06.2018
Testing Spec. No. : 77338-p510200301 Customer code: 663600
Manufacturing Spec. No. : 77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 1
Test
Specification Result Evaluation
Appearance
Clear, colourless to yellowish or slightly yellowish-brown,  Conforms C
slightly viscous solution
Odour
Almost imperceptible Conforms C
Colour of the solution
Not more intensely coloursd than reference solution BS Conforms c
Clarity of the solution
Not more opalsscent than reference suspension | Conforms C
2 | '
45-52 51 c
Relative density
d(20/20)
1,148 - 1,168 1,164 c
Dose and uniformity of dose
The weight of each dose should not deviate bymore then  Conforms C
1/ 10% from the average weight of 10 doses. The fotal
welght of 10 doses should not deviate by mare 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 )
Corresponding to standard Conforms C
Sodium picosulfate (T.c+ HPLG)
Corresponding 1o standard T0

Sodium benzoate (HrLc)
Corresponding fo standard

Sodium benzoate (TLc)
Corresponding fo standard

Conforms




Cert. No : 18003788

Istituto De Angell S.r.L.-Loc. Prulll n, 103/c- 50066 Reggello (F)-ltaly
Meanufacturing Authorization N°: aM-32/2016 del 02/03/2016

Istituto &

De Angeli
e

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  832044A No. of Analysls : 18002949 - 2 - 1
Article No, ; 464529 Date of Manufacture : 08.05.2018
Semifinished batch 832044 Expiry date: 05/2021
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 13.06.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663609
Manufacturing Spec. No. : 77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 2
Test
Specification Result Evaluation
Active ingredient decomposition
C-LA 401 NA (HpLe)
=076 % 0,00 c
{Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (Hpic)
<=02% 0,0 c
{Equivalent to 0.2% degraded sodium picosulfate
monchydrate)
Any unspecified degradation product (HeLc)
<=0,2% 0,0 C
Total degradation products {(HPLC)
<=14% 00 C
Assay
Sodium picosulfate monohydrate (HpLC)
713,0 - 788,0 mg/1¢0.0 m! 764,7 c
Preservative content
Sodium benzoate (HrLc)
180,0 - 220,0 ma/100.0 ml 202,2 C
Volume of contents
Conforms C




Cert. No : 18003786
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello {FI)-lialy
Manufacturing Authorization N°: aM-32/2016 de! 02/03/2016

Certificate of Analysis and Conformance

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

BatchNo.:  832044A No. of Analysis : 18002949 - 2 - 1
Article No. : 464529 Date of Manufacture : 08.05.2018
Semifinished batch 832044 Expiry date: 0572021

BIX code/ Pack. Mat, : BOTTLE (HDPE) Printed on : 13.06.2018
Testing Spec. No. : 77338-p510200301 Customer code: 663609

Manufacturing Spec. No. : 77338-p330a00103
Marketing Authorization No: PN 015238/01

Page: 3
Test
Specification Result Evaluation

Batch quantity released (pcs) : 95031 - Note: Number of the Normative Document: P N015238/01-270110

Evaluation : Conforms

‘Certification statement:

I 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.

%&D%ﬁg@ﬁ} 5.0l
Qualified Person: Qualified Person e

{ SN 9 )
Date: ‘ [;r.maQia/G’br d k ,
1206 (3
Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 13.06.2018
**** End of Report ****



