AEKJIAPAIINSI O COOTBETCTBUHA

AEKJAPAHT, IPUHRMAYOHINHN JEKJIAPALIIO O COOTBETCTBHHA
AO "Canogpu Poccus”

3apezucmpuposano : Mescpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockse OIPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocxea, yn. Teepcran, 0. 22, Teneghon:8 (495) 721-14-00

B nuye: I'enepansuvisi dupexmop Adaman H B.

Hosepennoe nuyo: Knoxosa F0.C., dosepennocms 6/ om 01.12.2017

3ASBJSIET, UTO

Aexapemeennoe cpedcmeo. I'ymmanaxe xaniu 0as npuema enympo 7.5 me/ma 30 ma, aaron-xanensruyb
nracmurossie (1), nauxu kapmounvie, PY Ne II NO15238/01 om 02.10.2009 (dama samenst 01.08.201 7) épidano
AQ "Canou Poccun”, cepus 8312254, napmus 47879 ynaxosox, 20den do 01.02.2021, HPOU3COOCIG(
Hucmumym 0e Anzenu C.P.JI., Hmanus, Instituto De Angeli S.R.L., Loc. Prulli, 103/C. 50066 Reggello,
Firenze, Italy, ko0 OKII/]2 21.20.10.115, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085287731 om 12.04.2018

COOTBETCTBYET TPEBOBAHHSIM

TIN015238/01-270110 (HIT 42-8495-08 uzm. Mo 1-4)

JAERJTAPALIHASE IPHUHSITA HA OCHOBAHUH

npomokon uchoimanui Ne 1063 o om 20.04.2018 HIT Q00 HI] "PAPMOEOPOHA" ammecmam
axxpecumayuu POCC RU.0001.210.J140, Cepmugpuxam POCC IT OMOS.C12258 om 20.04.2018
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CBEJIEHMUS O PETUCTPALIUU

OPTAH IO CEPTH®HKALIUH, 3APETUCTPUPOBABIIHNM JEKJIAPALIAIO

RA.RU. 11 ®OMO8 OPTAH 11O CEPTHOHKAIHY ITPOIVKIIHH OFLECTBO C OIPAHUYEHHOMH
OTBETCTBEHHOCTbLIO "OKPY)XKHOH [JEHTP KOHTPOJIS KAYECTBA"

aopec opeanusayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, sm. 5, nom. I, xom. |, adpec opeana no
cepmuchurayuu: 115280, o. Mockea, yn. Macmepxosa, 9. 4, 5, mea.:(495)788-02-88, se6-caiim. OYKK.P.

JAEKJAPALIMSA O COOTBETCTBHMH 3APEI'ICTPUPOBAHA N POCC IT.®M08. /198589
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SANOFI

Hucturyto ge Anrenu C.P.JL Ipymnu 103/c- 50066

Perrenno (Pnopeunus) — Mranus

CEPTUOUKAT AHAIA3A
I'YTTAJTAKC xanau nos npuéma BryTps 7,5 Mr/ma 30 ma
Cepusn: 831225A
[Iponssenen: 01/02/2018
Tonen no: 02/2021
HA IIN015238/01-270110
HOKA3ATEJIN HOPMbI PE3YJIbTAThI
OnucaHne fpospadHuiii pacTBop, cnerka Bs3KMA, OT BecuseTHoro | CooTBeTcTayeT
AO XENToBaTOro WAM CNEFKa XXEeNToBaTO-KOPHYHEBOro
usera.
3anax Moyt HeDpUlYTMMbIIL CooTBeTcTayeT
LleeT pacrsopa He ©Oonee wuHTeHCMBHO oOkpaweH, u4eM pactsBop | CooTBeTCTBYeT
cpasHeHua B9
MNpo3pay4yHoCTL pacTBopa OnanecueHuus He 6onee, YeM y CYCNeH3un CpasHeHus | CooTeeTCTByeT
I
3Ha4YeHune pH 45-5,2 5,0
OTHocutensHas nnotHocTs d(20/20) 1,148 ~ 1,168 1,165
flo3a ¥ 0AHOPOAHOCTL AO3MPOBAHUS Macca Kaxaod A03bl He flOMKHA OTKNOHATLCA Bonee | CooTeeTcTayet
uem +10% ot cpeaHei Maccel 10 ao3. O6uias Macca 10
003 He [o/MiKHA OTKAOHATLCA bonee uveM *15% or
TeopeTuHeckon Macch 10 aos.
CkopocTb nafeHus Kanenb He AOMKHa NpesbilaTh 2
Kannu B CEKyYHAY.
MNofANUHHOCTE
- HaTpus nukocynethat CoorsercrayeT cranaapTy CooTeetcrayer
(B3XX/anoaHaa matpuua)
- Hatpus nnkocynsegpar (TCX+B3XX) | CooteercrayeT crangapty Tect onyiyeH
- HaTpus 6exsoatr (B3XX) CooTBeTCTBYET CTaHAAPTY CooTBeTCTBYET
- HaTpua 6eHzoat (TCX) CooTBeTCTBYET CTaHAapTY TecT onyLiueH
Pacnasi aKkTMBHOrO MHIPeAMUEHTa
- C-LA 401 NA (BIXX) <=0,76% (3ksuBaneHTHo 1,0% pacnaswerocs HaTpus | 0,00
nuKocynbatTa MoHormapaTa)
- Moboit Hecneundnyeckuit npoayxT | <= 0,2 % 0,0
pacnaaa (BIKX)
- CymmMa npoaykTos pacnaga (B3XX) | <=1,4% 0,00
KoHcepsanT Hatpuna Gexsoat (BIXX) | 180,0 - 220,0 Mr/100,0 Mn 201,9
KonuuecteenHoe coaepxanue Hatpus | 713,0- 788,0 mr/100,0 mMn 756,1
nukocynsdata MoHoruapar (BIXHX)
O6beM copepxumMoro CoOTBETCTBYET CTanAapTy CooTBeTCTBYET

Hacrosumm noaTBepxAalo, 4To BeIlIeyKasanHas HHPOPMALIMA ABASETCS JOCTOBEPHO K NIPaBH/IBHOMH.

Hannas cepnd JIeKapeTBEHHOTO CPECTBA NPOU3BEACHA, BKNIOUaS YIIAKOBKY H KOHTPOTh KAYecTRa, B VKA3aHHOM
BBILLE MECTE B MOJTHOM COOTBETCTBUH C TpeGoBanuamun GMP MeCTHOro perynsropHoOro opraHa H cnenudukanmsaM,
3aperuCTPUPOBAHHBIM B RMITOPTHPYIOWEiT CcTpane.

OT4eTsl 0 IPOM3BOACTEE CEPHH, YMAKOBKE it KOHTPOJIE KAYECTRa GbLTH IPOBEPEHBI K 11
COOTBETCTRYIOIMMY TpeboBaHuamM GMP.
Jhobrie oTiIoHEHNS GBIIM OLEHEHS! 10 BhITycKa cepun. JlaHHAS CepHs BRIMYLICHA YIIONH

Pewrenue: Boinywen 19/03/2018
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Cert. No : 18001731

Istifuto ®
De Angeli
L
Isttuto De Angell S.r.L.-Loc, Prubi n. 103/c- 50086 Reggelio {Fi)-Haly
Manufachuring Authorization N°: aM-32/2015 del 6240312016
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
BatchNo.: 831225A No. of Analysis : 18000866 - 2 - 1
Article No, : 464530 Date of Manufacture : 01.02.2018
Semlfinished batch 831225 Expiry date: 02 /2021
BIX codef Pack. Mat. : BOTTLE HDPE Printed on : 19.03.2018
Testing Spec. No. : 77338-p510200301 Customer code; 663610
Manufacturing Spec. No, :  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 1
Test
Specification Result Evaluation
Appearance
Clear, colourless fo yellowish or slightly yelowish-brown,  Conforms Cc
slightly viscous solution
Odour

Almost imperceptible Confomms c

Colour of the solution
Not more intensaly coloured than reference solution B9 Conforms ¢

Clarity of the solution

Not more opalescent than reference suspension | Conforms c
pH ‘
45-52 50 C
Relative denslty
d(20/20)
1,148- 1,168 1,165 c

Dose and uniformity of dose
The weight of each dose should not deviate by more than ~ Conforms ¢
+- 10% from the average weight of 10 dosas. 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 excesd 2 drops per second,

ldentification
Sodium plcosulfate (HPLC/Diode Aray)
Corresponding to standard Conforms c

Sodium picosulfate {TL.c+HPLC)
Corresponding to standard

Sodium benzoate (kpLc)
Corresponding fo standard Conforms

Sodium benzoate (1.c)
Corresponding to slandard




Cert, No : 18001791

Istltut Da Angell S.r.L.Loc. Prull n, 103/c- 50068 Reggeko {F))-Haly
Manufaciwing Authorization N° aM-32/2016 del 62032018

Istifuto 8
De Angeli
@’ M

Certificate of Analysis and Conformance

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

BatchNo.;:  831225A No. of Analysis 18000866~ 2 - 1
Article No. : 464530 Date of Manufacture ; 01.02.2018
Semifinished batch 831225 Expiry date: 02 /2021
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 19.03.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/1
Page; 2
Test
Specification Result Evaluation
Actlve Ingredlent decomposition
C-LA 401 NA (+pL0)
<={0,76 % 0,00 C
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (krLC)
<=02% 0,0 C
{Equivalent to 0.2% degraded sodium plcosulfate
monchydrate)
Any unspecified degradation product (HrLC)
<=02% 0,0 c
Total degradation products (HriLC)
<=14% ¢0 c
Assay
Sodium picosulfate monohydrate (HpiLc)
713,0 - 788,0 mg/ O0.0 mi 756,1 C
Preservative content
Sodium benzoate (HpiLC)
180,0 - 220,0 mgi100.0 ml 2018 C
Volume of contents
Conforms c




Cert. No ; 18001791

Istituto De Angali 8.r.L -Loc. Prulll n. 103/c- 50066 Reggello (FI)-italy

Manutacturing Authorization N™: ak-32/2016 de! 02/03/2016

P
Istituto ®
De Angeli

Certificate of Analysis and Conformance

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

Batch No.: 831225A No. of Analysis : 18000866 - 2 - 1
Article No. : 464530 Date of Manufacture : 01.02.2018
Semifinished batch 831225 Expiry date: 02/ 2021
BIX codef Pack. Mat. ; BOTTLE HDPE Printed on : 19.03.2018
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 (pes) : 47879 - Note: Number of the Normative Document: P NO15238/01-270410

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.
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Marilena Fina

Date: 19.03.2018

Batch Review {Pharmaceutical Release Dept.). Dr.

" End of Report “




