AEKJIAPALIM S O COOTBETCTBUHA

REKJAPAHT, DPHHUMAIOIHHA NEKJIAPAIINIO O COOTBETCTBUU

AO "Canogu Poccusn”

3apezucnpuposario : Mesicpationnaa uncnexyua MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcrasn, 0. 22. Teaeqpor/dpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuwiti dupexmop Mowae O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3AABJAET, UYTO

Aexapcmeennoe cpedcmeo: Iymmanaxc, xannyu Ons npuema eHympy 7.5 ma/ma 30 mu, raxon-xanersuuyo:
mracmukosvie (1), nauxu kapmounsie, PY Ne IT N015238/01 om 02.10.2009 (dama samenv: 01.08.2017) evidano
AO "Canogu Poccun”, cepus 8324644, napmua 47159 ynaxoeox, z00en do 01.07.2021, npouseodcmsa
Hucmumym Oe Anzenu C.P.JL, Hmanus, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, ko0 OKIIJ2 21.20.10.115, x0d TH B3I 3004900002, xonmparxm Ne 250/40056192/F-2 om

J| 20.10.2010, uneoiic Ne 9085306426 om 19.09.2018

COOTBETCTBYET TPEEOBAHUSIM

ITNOI15238/01-270110 (HI 42-8495-08 usm. Ne 1-4)

AEKJIAPAITVA IIPHHATA HA OCHOBAHNHA

't npomoxon ucrvimanuii Ne 2762 9 om 03.10.2018 HJT 000 HI] "PAPMOBEOPOHA", ammecman
.+ axxpedumayuu POCC RU.G001.21 DJI40, Cepmugpuxam POCC IT.DM08.C24402 om 05.10.2018

| BATATIPHESITHS NEKJTAPAIEA 05.10.2018
KJIA‘P Wit gEﬁCTBHTEJﬁ.HA R0 01.07.2021
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CBEJIEHHMSI O PETACTPALIH

OPT'AH IO CEPTHOUKAIIUH, 3BAPETHCTPHPOBABIIIA TEKJIAPAIIHIO

RA.RU.11 QM08 OPI4AH 110 CEPTH@HRALIHH HPONYKITHH OFIJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOH IJEHTP KOHTPOJIT KAUECTBA",

| aOpec opeanusayuu: 115280, 2. Mocxea, yr. Macmeprosa, 0. 4, am. 5, nom. I, xom. I, adpec opeana no

i cepmugpurayuu: 115280, POCCHA, 20p0d Mockea, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eep-
|| cadm: oyxr.pe.

| JEKJIAPATTHISAL O COOTBETCTBUH 3APETHCTPHPOBAHA N2 POCC RU JJ-IT.®M08.A.03127/18
| NATA-PETHCTPALMY 05.10.2018
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SANOFI

Uncturyro ae Anrenu C.PJL Tpywam 103/c- 50066

Perrenno (Gnopennus) — Uranus

CEPTUDPHUKAT AHAJIM3A

T'YTTAJAKC kannn pas npuéma sayTps 7,5 mr/ma 30 M

Cepusi:  832464A
IIpousseqen: 25/07/2018
I'oner no: 07/2021
HJITT NG15238/01-270110

MHNOKA3ATEJIN HOPMbI PE3VJIBTATHI
Onuncanne MpospayHbid pacTeop, cnerka Bs3kuii, ot 6ecuseTHoro | CooTBeETCTBYET
40 KEATOBATOrO WM CNerKa XenTOBaTO-KOPUYHEBORo
HBeTa.
3anax MoUTH HeoLYTUMbINA CooTeeTcTBYET
|IBeT pacrsopa He ©6onee wuHTeHcvBHO oOkpaweH, ueMm pactBop | CooteeTcTByeT
cpaBHerna B9
po3padHocTb pacrBopa OnasnecueHums He Bonee, Yyem y cycneHsum cpasHeHns I | CooTBeTcTBYeT
3HavyeHue pH 45-52 5.0
OTHocuTenbHas nnoTHocTe d(20/20) 1,148 - 1,168 1,163
Ac3a 1 0AHOPOAHOCTE A03MPOBAHMS Macca kaxzaoi 1036l He AO/KHA OTKNOHATLES 6onee yem | CooTBeTCTBYET
+10% oT cpeaHeit maces 10 go3. Obuias Macca 10 pos
HE flO/IXHA OTKIOHATLC Bonee uem +15% ot
TeopeTyeckoi Maccy 10 aos.
CKOpoCTb NafeHust kanenb He AOMKHA NpPeBbillaTh 2
Kaniuv B ceKyHay.
floanMHHOCTL
- Hatpusa nukocynodat CooTeeTCTBYET CTaHAAPTY CooTBeTcTBYeT
(BIXX/amoaHaa maTpuua)
- Hatpusi nukocynsat (TCX+B3XX) | CooTBeTCTBYET CTaHaapTy TecT onyLieH
- Hatpus 6enzoat (B3XX) CooTBeTCTBYST CTaHAAPTY CooreercTByeT
- HaTtpus BeHsoat (TCX) CooTBeETCTBYET CTAHAAPTY TecT onyuieH
Pacnag aktMBHOIrO MHrpeaneHTa
- C-LA 401 NA (BXKX) <=0,76% (sxsvBanenTHO 1,0% pacnasiuerocs Hatpus | 0,15
nuKocynbdata MoHoruaparta)
- Jlobol Hecneundguyecknii npoaykT | <= 0,2 % 0,0
pacnaga (B3XX)
- Cymma npoaykToB pacnaga (BIXKX) | <=14% 0,1
KoHcepsaHT HaTpus Sensoat (BIXX) | 180,0 — 220,0 mr/100,0 mn 199,2
KonuyecTeenHoe coaepxanve Hatpusa | 713,0— 788,0 mr/100,0 Mn 745,0
nukocynetara MoHoruapat (BIXX)
OB6nem cogepxumMaro CooTeeTCTBYET CTaHAAPTY CoorBercrByer

HacTosiunm noarsep:kaaio, 4to BhlneyxasaHHas HHHOPMALHS ABARETCA AOCTOBEPHON U NIPABNITBHOM.
Hanuas cepRsl 1exapcTBEHHOro CPEACTBA MPOH3IBE/CHA, BIUTIOUA YITAKOBKY ¥ KOHTPOJIb KAYECTBa, B YKAa3aHHOM

BBILIE MECTE B MOJIHOM COOTBETCTBHH ¢ Tpebosannamu GMP MecTHOro peryiaTopHoro oprana W cneuubuKammaM,
3aPErHCTPHPOBAHHEIM B HMITOPTHPYIOLILEH CTpaHe,

OT4eTH 0 NPOM3BOACTBE CEPHH, YNIAKORKE ¥ KOHTPOJE KauecTBA GhIIM IPOBEPEHB! H NPH3HAHBL
COOTBETCTBYIOLIMMH TpeGoBanuam GMP,

Jlrobsie ovkIOHeHNs Gbiin OLIEHEHN 10 BbiIIycKa cephi. JJaHHAs Cepus BBIMYINEHa YIONHOMOUYSHHBIM JHLIOM.

Pewenne: Boirtywen 06/09/2018 YnonnomouerHoe nhio: Dr.Roberta Cariaggi

AQ «Canodin Pocenas
Aapee 125009, Mockpa. v Teepeias. 22 Teas (493) 721-1400. thake: (495 7211411, www sanoli.ru
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Ietituto De Angeli S.r.L.-Loc, Prullln. 103/c- 50066 Reggallo {Fl)-ftaly
Manifacturiag Atthorization N°; ah-32/2016 del 0240312016
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
Batch No.:  832464A No. of Analysis : 18004787 - 2 - 1
Articie No. : 464530 Date of Manufacturs : 25.07.2018
Semifinished batch 832464 Expiry date: 07 /2021
BIX codef Pack. Mat, ; BOTTLE HDPE Printed on : 06.08.2018
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
Cleer, colouriess to yellowish or siighfly yellowish-brown,  Conforms C
glightly viscous solution
Qdour
Almost Imperceptible Conforms c
Colour of the solution
Not more intensely coloured than reference soluion B9 Conforms C
Clarity of the solution
Not more opalescent than reference suspension | Conforms c
pH
4,5-52 5,0 C
Relative density
d{20/20)
1,148 - 1,168 1,183 c
Dose and unlformity of dose '
The weight of each dose should not deviate by morethan ~ Cenforms C
+- 40% from the average weight of 10 doses. The tofal
welght of 10 doses should not deviale by more than +/-15%
from the theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.
Identification
Sodium picosulfate (HPLS! Diods Array )
Corresponding o standard Conforms C
Sodium picosulfate {TL0+HPLC)
Corresponding to standard TO
Sodium benzoate (HrLC)
Corresponding to standard Conforms C
Sodium benzoate (TLc)
Corresponding to standard 10




Cert. No : 18005483

istituto Do Angeli S1.L.Loc, Prulii n. 103/c- 50066 Reggello (Flj-ttaly
Manufacturing Authortzation N*: aM-32/2018 det 02003/2016
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Certificate of Analysis and Conformance

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

BatchNo.:  832464A No. of Analysis : 18004787 - 2- 1
Article No. : 484530 Date of Manufacture : 25.07.2018
Semifinished batch 832484 Expiry date: 07 12021
BIX code/ Pack, Mat. : BOTTLE HDPE Prinfed on : 06.09.2018
Testing Spec. No. : 77338-p5102a00301 Customer code: 663610
Manufacturing Spec. No, :  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 2
Test
Specification Result Evaluation
Actlve ingredient decomposition
C-LA 401 NA (HpLC)
<=0,76 % 0,15 C
{Equivalent to 1.0% degraded sodlum picosulfate
monohydrate)
C-Oxlde (HrLC)
<=02% G0 C
(Equivalent to 0.2% degraded sodium picosulfate
monchydrate)
Any unspecified degradation preduct (HpLc)
<=02% 0.0 C
Total degradation products (Hpic)
<=14% 01 c
Assay
Sodium picosulfate monohydrate {HpLc)
713,0- 788,0 mg/100.0 mi 745,0 5
Preservative content
Sodlum benzoate (HpiC)
180,0 - 220,0 mgM00.0 ml 198,2 c
Volume of contents
Confarms ¢




Cert. No : 18005463

Istifuto
De Angeli

Islituto De Angefi S.r.L..-Loc. Prulli n. 10Mc- 50066 Reggello {FI)-lialy
Manufacturing Authorization N°; aM-32/2016 del 0210312016

Certificate of Analysis and Conformance

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

BatchNo.:  832464A No. of Analysis : 18004787 - 2- 1
Article No. : 464530 Date of Manufacture 25.07.2018
Semifinished batch 832464 Expiry date: 07 1 2021

BIX code/ Pack. Mat. BOTTLE HDPE Printed on : 06.09.2018
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) : 47159 - Note: Number of the Normative Document: P N015238/01-270110

Evaluation : Conforms

Cerfification 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,

lsﬁt/uiﬂwDleeH 3.1l
Quatified Person; AQ”?”“E{?« PN s
Date: r, 3357 QQ"Z /Gm{iﬁ{ ¢ (
06 082

Batch Review (Pharmaceutical Release Dept.); Dr.  Roberta Cariaggi Date: 06.08.2018

“*** End of Report ™



