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JTEKJIAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, IIPI’IHHNIAIO[[{PIFI AEKJIAPAITHIO O COOTBETCTBHU

| 4O "Canodpu Poccus”
| 3apezucmpuposano : Mescpaionnas uncnexyus MHC Poccuu Ne39 no 2. Mocxee OFPH 1027739079940 om

19.08.2002

| Adpec: 125009, 2. Mockea, yn. Teepexan, 0. 22. Teneghon/chaxc: 8 (495) 721-14-00/ 721-14-11
| B auye: Tenepanvubiii dupexmop Adaman H.B. :
| Hosepennoe auyo: Cmenanoe C.C., dosepernocms 6/i om 01.12.2017 2.

| BASIBJISIET, UTO

nexapcmeennoe cpedemso: Iymmanaxc, karnu Omn npuema enymps 7.5 mz/mn 30 mn, aaxon-xanenvnuyor
naacmuxosgsie (1), nauxu xapmonnwie, PY Ne IT N015238/01 om 02.10.2009 (Oama samenwt 01.08.2017) ewdano
AO "Canoghu Poccun®, cepun 8324654, napmun 48111 ynarogox, z0den do 01 07.2021, npouzsodcmen
Finemumym Oe Anzenu C.PJL, Hmanun, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, xoo OKITT2 21.20.10.115, xod TH B3I 3004900002, koumparm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085306426 om 19.09.2018

COOTBETCTBYET TPEEOBAHMSIM
I N015238/01-270110 (H 42-8495-08 usm. Me I-4)

AEKJTAPALIMSI HPHHATA HA OCHOBAHHUN
npomoxor ucnvimanuii Ne 2764 6 om 27.09.2018 HJT OO0 HI] "®4APMOBOPOHA", ammecman
axxpeoumayuu POCC RU.0001.21 @JI40, Cepmughuxam POCC IT. DM08.C23861 om 28.09.2018

AEKJIAPATIAHA 28.09.2018
ﬁCTBHTEJ]LHA HO 01.07.2021
lEf‘"éibM'bocé;fm..
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CBEJEHMS O PETUCTPAIIH

OPTAH IIO CEPTUOPHKAITHH, 3APEI' UCTPHPOBABII ML AEKJIAPATIAIO

RARU.11®M08 OPT4H 10 CEPTHOHKAIIHH ITPONYKLHAH OFLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I{EHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, sm. 5, nowm. 1, kom. I, adpec opzana no
cepmupuxayuy: 115280, POCCHA, zopod Mocxea, ya. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, se6-
caim: oyxx.pep. -
lIEKJIAPA;,IHgOCO OTBETCTBHM 3APETHCTPUPOBAHA N2 POCC RU J-IT.®M0OS.A.02482/18
JATA PEDBETPATIIM 28.09.2018

Hunenxo H.B.
Pyioeogurens GC




SANOFI

HuctutyTo ne Anrenu C.P.JL Tpyam 103/c- 50066

Perrenno (@aoperuns) — Uranus

CEPTU®UKAT AHAJIM3A
I'YTTAJIAKC xansm gna npuéma BHYTpL 7,5 mr/ma 30 mu
Cepnsi:  832465A
Hpouzrenen: 25/07/2018
Ioxen jxo: 07/2021
HJLTINO15238/01-270110
ITOKA3ZATEJIN HOPMbI PE3YJIBTATHI
OnucaHue Mpo3payHbiit pacTeop, cnerka Bsi3kui, oT GecleerHoro | CooteeTcTBYET
A0 SKeNTOBATOr0 WMM ChErka >XeToBaTo-KOPUUHEBOMO
ugera.
3anax MEYTH HEOLYTHMbINA CooTBeTCTBYET
LigeT pacrsopa He 6onee wuHTeHCMBHO oKpawleH, 4em pacTBop | CooTBeTCTBYET
CpaBHEeHus B9
MNpozpavyHocTs pacTBopa OnanecueHuuns He Bonee, yeMm y cycriensum cpasHeHmna I | CootaeTcTayeT
3HauveHve pH 45-5,2 5,0
OThocuTenbHas nnoTHocTs d(20/20) 1,148 - 1,168 1,163
£o3a 1 ofHOPOAHOCTE A03MPOBAHKS Macca KaXA0M A03bl HE 10MKHA OTKNOHATLCs Bonee uem | CooTsercrayer
+10% oT cpeaHeit Maccol 10 f03. O6wan macca 10 fos
HE AOKHA OTKIOMATECA Oonee uwem £15%% ot
TEOPeTUHecKon Macckl 10 A03.
CKOPOCTb NajieHns Kanenb He AOMKHA NpeBbllaTte 2
Kaniu B CeKyHAY.
MNoanvHHOCTL
- HaTpust nukocynedar CooTseTcTBYET CTaHaapTy CoorseTCTBYET
(BIXX/anoaHan mMaTpuua)
- Hatpus nukocynedat (TCX+B3XKX) | CooTeeTtcTayeT craHaapTy TecT onyuwer
- HaTpus BenzoaT (BIXKX) CooTBeTcTBYET CTaHAapTY CooTgercTeyeT
- Hatpus 6enzoat (TCX) CooTBeTCTBYET CTaHaapTy Tect onyuieH
Pacnaa akTMBHOrO UKIrpeareHTa
- C-LA 401 NA (B3XKX) <=0,76% (akeuBaneHTHo 1,0% pacnaelweroca HaTpus | 0,14
nukocynbata MOHOrMApaTa)
- Mool Hecneyndnveckni npoaykt | <= 0,2 % 0,0
pacnaga (B2XX)
- Cymma npoaykroe pacnaga (BIXX)  <=1,4% 0,1
KoHcepsaHT Hatpua GeHsoar (B2XKX) | 180,0 — 220,0 mr/100,0 Mn 198,56
KonuuecteeHHoe coaepanue Hatpua | 713,0- 788,0 mr/100,0 mn 7479
nuKocynbgara MmoHoruapat (BIKX)
Ob6bemM coaepruMoro CootseTcTByeY CTaHgapTy CooTBeTCTBYET

Hacrosumm noaTsep:xaaio, 4to BhlllcyKasaHHas MHGOPMALMA ABIIETCS JOCTOBEPHON H HPaBHIBHOH.

HlaHHas cepHs IeKapCTBEHHOTO CPECTRA IPOM3BEAEH], BKAIOUAS YIAKOBKY M KOHTPOIb KAYECTRA, B YKA3aHHOM
BBILIE MECTE B NOJHOM COOTBETCTBHH ¢ TpeGosannamu GMP MecTHOro peryasTopHOro opraka i cneuudHKaLmus,
3aperucTPHPOBaHHBIM B HMNIOPTHPYIOLIeH cTpake,

OrueThbi 0 NPOM3BOACTBE cepuy, YNAKOBKE # KOHTPONE Ka4eCcTBa GbLIM NPOBEPEHD! K TIPU3HAHBI
COOTBETCTBYIOLLHMM Tpeboranuam GMP,

Jwobwie oTIIOHEHWS BBITH OLCHCHEI /10 BRHTYCKA CEPUH. IIaHHaﬂ CCPH3 BHINMYLICHA YIIONHOMOYEHHBIM JIHLIOM.

Pewenye: Boinymen 31/08/2018

Aapec: 125009, Mockna. ya. Teeperan. 22, Tea.: (495) 721-1400. hake: {495} 721-14 11, www.sanoli.ru

Ynonsomouensoe nmuno: Dr. Marilena Fina

AQ «Canodn Pocenay




Cert. No : 18005325

Istifuto &>

De Angeli
& M
istituto De Angeti S.r.L.-Loc. Prufl 1, 103/c- 50066 Reggelo [Fi}-ltaly
Manufacturing Authorization N°; aM-<32/2016 det 02/03/2016
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for perorai usage 7,5MG/ML 30 ML RU
Batch No.;  832465A No. of Analysis : 18004878 - 2 - 1
Article No. : 484530 Date of Manufacture : 25.07.2018
Semifinished batch 832465 Expiry date: 07 /2021
BIX code! Pack. Mat, : BOTTLE HDPE Printed on ; 31.08.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663610
Manufacturing Spec. No. :  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 1
Test
Specification Result Evaluation

Appearance

Clear, colourless to yellowish or slightly yellowish-brown,  Conforms C

slightly viscous solution
Odour

Almost imperceplible Conforms C
Colour of the solution

Not more intensely coloured than reference solution B9 Conforms C
Clatity of the solution

Not more opalescent than reference suspension | Conforms c
pH

45-5.2 50 G
Relative density

d(20/20)
1,148- 1,188 1,163 c

Dose and uniformity of dose
The weight of each dose shoidd 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 thecretical welght of 10 doses. The dropping
speed does not exceed 2 drops per second.

Identification
Sodlum plcosulfate (HPLC/ Diode Amay)
Corresponding to standard - Conforms c

Sodium picosulfate (Ttc+Hpic)
Corresponding to standard TO

Sodium benzoate (HrLC)
Corresponding to standard Conforms c

Sodium benzoate (m.c)
Corresponding to standard TO



Cerl, No ; 18005325

Istitute Do Angsll S.r.L..-Loc. Prulll n. 103/c- 50068 Reggello {FiHialy
Manufacturing Authorization N°: aM-32/2016 def 02/03/2016

Istituto ©™
De Angeli
'@“ M

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU

Batch No.:  832465A

No. of Analysls :

18004878 - 2- 1

Article No. 464530 Date of Manufacture : 25.07.2018
Semifinished batch 832465 Explry date: 07 1 2021
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 31,08.2018
Testing Spec. No. : 77338-p510200301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 2
Test
Specification Result Evaluation
Active ingredient decomposition
C-LA 401 NA (HpLo)
<= 0,76 % 0,14 C
{Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HrLC)
<=02% 0,0 C
{Equivalent fo 0.2% degraded sodium picosulfale
monahydrate}
Any unspecified degradation product (1pLC)
<=0,2% 0,0 ¢
Total degradation products (HeLe)
<= 14% 0.1 c
Assay
Sodium picosulfate monohydrate (HpLc)
713,0 - 788,0 mgf100.6 mi 7479 C
Preservative content
Sodium benzoate (HrLC)
180,0 - 220,0 mg/100.0 mi 198,6 C
Volume of contents
Conforms c




Cert. No : 18005325

Istifuto ®
De Angeli
ﬁ‘" _‘M

Istituto De Angeli 8.1.L.-Loc. Prulli n. 103/c- 50066 Reggelio {¥1)-ltaly
Manuiacturing Authorization N°; aM-32/2016 del 02/03/2016

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU

Batch No.:  832465A No. of Analysis : 18004878 - 2 - 1
Article No. : 464530 Date of Manufacture ; 25.07.2018
Semifinished batch 832485 Expiry date: 07 /2021

BIX code/ Pack. Mat, : BOTTLE HDPE Printed on : 31.08.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663610

Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/01

Page: 3
Test
Specification Result Evaluation

Batch quantity released (pcs) : 48111 - Note: Number of the Normative Document. P N015238/01-270110

Evaluation : Conforms

Certification statement:

Fhereby 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.

Istj ngeli s.r.l.
Qualified Person: (el MR
Date: Dr.ssa RaolaGiori
2104
Batch Review (Pharmaceutical Release Dept ): Dr. Marilena Fina Date: 31.08.2018

LLtild End Of Report bacaid



