et

NEKJIAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, IPHHIMAIOUIUA AEKJIAPAIIMIO O COOTBETCTBHH

AO "Canogu Poccun"

Ceedenua o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyun Qedepanvroli Ranozo8oi cryxcbor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, yn. Teepcxkas, 0. 22, Teneghon/ghaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanbuviii oupexmop Monaic O.A.

Losepennoe nuyo.: Cmenanog C.C., dogepernocme 6/1 om 01.12.2017

3ASABJSIET, UYTO

nrexapcmeenroe cpedcmeo: I'ymmanaxc, kannu ons npuema euympn 7.5 me/ma 15 mn, praxon-xanenvnuyjor
nracmukosvie (1), navxu xapmounneie, PY Ne II N015238/01 om 02.10.2009 (dama 3amenst 01.08.2017) emdano
AO "Canogu Poccua", cepun 9310644, napmun 89787 ynaxoeok, zooen 0o 01.01.2022, npouzsodcmsa
Hucmumym de Anzenu C.PJI, Hmanua, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy koo OKITJ]2 21.20.10.1135, ko0 TH B3] 3004900002, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085324548 om 25.02.2019

COOTBETCTBYET TPEBOBAHUSM
[T N015238/01-270110 (H 42-8495-08 usm. Ne 1-4)

JAEKJIAPAITASA ITPHHATA HA OCHOBAHHH
npomoxon ucnvimariuti Ne 6070 om 06.03.2019 HJT OO0 HIL] "@APMOBEOPCOHA", ammecmam axxpedumayuu

POCC RU.0001,21DJ140, Cepmughuxam POCC IT. PM08.C35430 om 06.03.2019

JATA IIPUHATUS JEKJAPAITAM 06.03.2019
;EEK:E[AP&HH& JEACTBHTEJIBHA O 01.01.2022

é“/ M
] Crenanoe C.C.

K deéxhapmim O.1U.O
% :

-- CBEJEHUS O PETUCTPAIIAN

OPT'AH IIQ CEPTU®HKAIINH, 3SAPETHCTPUPOBABIIWH JEKJIAPAIAIO

RA.RU.11OMO08 OPIAH IO CEPTH®HKALHH TPONVKIIHH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHAA, 20pod Mocxkea, ya, Macmepxoea, . 4, sm. 5., men.:(495)788-02-88, eeb-
caiim: oyxkr.pg.

AEKJIAPAIINISI O COOTBETCTBHU 3APETUCTPHPOBAHA M POCC RU J-IT ®M08.A.17851/19
JATA PEFHC’I‘PAI.IIIH 06.03.2019

‘_ulc’lu

Kaugau E.B.
™ Hopmics 3am, pyxosoautens OC

-::Lpg;

4’” 2725071 10




CepT. Ne: 19000692

Hncruryro ne Aurenu C.P.JL Tlpynnu 103/c- 50066

Perrenano (Pnoperuus) - Hranua

IMponssoacTeeHHan nHuensua Ne: aM-138/2018 or 07/11/2018
Ceptudukar GMP: IT/233/H/2018

HHeTHTYTO Je AHre/H

CepTH(hHKAT aHAIH3A U COOTBETCTBHS

Ha3BaHie N1eKAPCTBEHHOTO I'YTTANAKC xanan 418 npHema BHYTpE 7,5 mr/ma 15 mn RU

cpexcTBal
Cepua No: 931064A Ne aHanmsa: 15000247-2-1
ApTHyn Ne: 464529 Jata npomzsogcrsa:  10.01.2019
Cepua npoMexyTotHOIro NpPoaAyKTAa: 931064 Cpox rogHocTH; 01/2022
BIX kopn/ ¥YnakoBouHb1il MaTepnam: dnakoH (MOAUITHNEH HaneuaTano: 06.02.2019
BBLICOKO#l MIOTHOCTH)
TecroBan cnenndHKanns Na: 77338-p510a00301 Kon sakasunka: 663609
IIponznoacTeeHHan cneunduKauus 77338_p330a00103
Ne:
Perncrpaunonnoe ceuaerenscteo Ne:  I1 N0O15238/01
Crpannua: 1

HenbiTanue Coeundukanung PesyasTar Ouenka
Onuecanne

TIpospauHelit pacTBOp, cierka BA3kuii, oT OeCLBETHOIO CooTBeTCTBYET C

10 KeNTOBATOrO WM CNIETKA XKEATOBATO-KOPHUHEBOIQ

uBeTa.
3anax

IToyTH Heoly THMBIH CooTBeTCcTBYET C
Liger pacTBOpa

He fonee HHTEHCHBHO OKpaILiEH, YeM pacTBOp CooTeeTCTBYET C

cpaBHeHHA B9
MpoapaunocTs pacTBopa

Onanecuenuns He Gonee, ueM y cycnensuu cpaBHeHns I CooTBeTcTBYeET C
pH

45-52 5.0 C
OTHOCHTENBLHAA NAOTHOCTE

4(20/20)

1,148 - 1,168 I,164 C
Hdo3a v 0AHOPOJHOCTH AO3HPOBAH A

Macca xanmo¥#i 403EI HE NONKHA OTKMNOHATLCA Ha Gomee  CooOTBETCTBYET C

yem +10% ot cpeaneii Maccel 10 go3. O6was macca 10
JI03 He IOMMKHA OTKJIOHATLCA Ha Donee YeM +15% oT
Teopetiyeckoii Mmaccel 10 po3.

CropocTh MaJeHHA Kanetb He S0JDKHA NPeBbIATE 2
Kali B CEKYHAY.



Cepr. Ne: 19000692

Hueruryto se Anrenn C.P.JL TNpyann 103/c- 50066

Perrenno (daopeHuna) — Hranua

MponieoacTeennan muueHIna Ne: aM-138/2018 ot 07/11/2018
Cepudukar GMP: IT/233/H/2018

Cep'mqua"r AHAJ/IH3a U COOTBETCTBHA

HHCTHTYTO Je AHreau

Ha3eanHe AeKapcTBEHHOTO I'YTTAJAKC kanan gns npuema BHYTpb 7,5 Mr/ma 15 mn RU

cpeacTsa:

Cepun Ne: 931064A Ne amannsa: 19000247-2-1

ApTtakyn Ne: 464529 Jata nponipoacTea:  10.01.2019

CepHa NpoMexyTOMROTO NMPOAYKTA: 931064 Cpox roaHocTH: 0172022

BIX xon/ Ynakosounstii MaTepHan: <bnakoH (NOJIHITUNEH HaneuaTtaHo: 06.02,2019
BBICOKON NJIOTHOCTH)

TecTobana eneunduraunn Ne: 77338-p510a00301 Koa 3akazunka: 663609

MpostssoacTBenHan cneunpuKauns

Ne:

Perucrpaunottoe ceinetensereo No:

77338 _p330a00103

[1 NO15238/01

Crtpannua: 2

HenbiTanne

MoanHKHHOCTD

Crneundukauus

Hatpna muxocynspar (BOAX/anonuas matpuua)

CooTBeTCTBYET CTAHAAPTY

Hatpua nurocynsar (TCX + BOXKX)

CooTBeTCTBYET CTAHAAPTY

Hatpus Genzoat (B3HKX)

CoOTBeTCTRYET CTAHAAPTY

Harpua 6ensoat (TCX)

CooTBeTCTBYET CTAHAAPTY

Pacna}l AKTHBHOI'0 HHIpeaHEHTA
C-LA 401 NA (B3XKX)

==0,76 %
(3xsuBanentHo 1,0% pacnaswerocs HaTpHA
nuxocynsdara MOHOrHopaTa)

C-Oxena (BOXKX)

<=02%

(3xBuBanentHo ,2% pacnasuierocs HaTpus

nHKkocyAb(aTa MOHOTHAPATA)
Jlwboii HecneuudHuecknil npoaykT pacnaga (BOXX)

<=0,2%

Cymma npoaykToB pacnaaa (B3XX)

<=14%

KonnuecTeeHHoe coaepxanie
Hartpus nuxocynndata Monoruapar (B3XKX)

KoHcepraunt

713,0- 788,0 Mr/100,0 mn

HaTtpua 6enzoat (B3XKX)

180,0 - 220,0 mr/100,0 Mn

Obvem coaepxnmoro

Pesynerar

CooTBeTcTBYET

CooTBeTcTBYET

0,00

0,0

0,0

0,0

757,6

200,0

CooTBeTcTBYET

Ouenka

C
Tect omyweH
C

Tect onyweH



Cepr. Ne: 195000692

Huctutyto ae Anrenn C.P.J1. Mpynnn 103/e- 50066

Perrenno (Onopenuun) - Hranua

MMpouspoacTBernas nHuenzHa Ne: aM-138/2018 ot 07/11/2018
Cepmudmrar GMP; IT/233/H/2018

CepTuduxart aHaM3a U COOTBETCTBHS

HucTHTYTO Ae AHrenn

Hassanme jieKapcTBEHHOTO FYTTAJIAKC kanmu ana npiema BHYTpB 7,5 mr/ma 15 ma RU

CpencTea;

Cepna Ne: 931064A Ne ananuaa: 19000247-2-1

ApTHKyn Ne: 464529 Jarta nponisoaersa:  10.01.2019

Cepns npoMexyToOYHOTO NPOAYKTA: 931064 Cpok roasocrh: 01 /2022

BIX kon/ ¥YnakosouHbIii MaTepHan: OnakoH (nonvatuaer  Haneuartano: 06.02.2019
BBLICOKOH MAOTHOCTH)

TecToBan cneundukaunsa Ne: 77338-p510a00301 Kon zakazumxa: 663609

IMpousBoacreenHan cneuHpHranng 77338_p330a00103

Ne;

PerucTpaunoHHoe cenaeTencerso Ne:  T1 NO15233/01
Crpanuna; 3

HenbiTamne Cunenndukauns PevanTar OueHia

Paimep BuimywenHo# cepuu (wt): 89787 - IPUMEYAHHE: Homep HopMaTHEHOTO fokyMeHTa: I1
NO15238/01-270110

OueHxa: CooTBeTcTBYET

3asBneHue o ceprUUKaLIY;

HacTofiLuM MOATEEp:KAAID, YTO BCE ITANBI NPOH3BOACTEA AAHHON NAPTHH roTOBO# MPoAYKUHH GbIH
nposefeHs! B NoaHoM coorseTerBin ¢ GMP TpeGoBaunamy EU a Takike ¢ TpeGoBaHHAMH MAPKETHHIOBOIO
pa3pellieHHs CTPAHBI HAYHAYEHNS.

YoonHoMoueHHoe nuuo:  Hucmumymo oe Anzean c.p.
Keaaupuuupoeanmbtii
compyonuk Ap.cca
ITaona Muop
Hoonuce

Jara: 06.02.2019

Cepus nposepeHa (Otaen dgapMauesTHYecKoro Brimycka): Ip. Mapunena duna [lara: 06.02.2019

*****KOHEU. oTyeTa*kE*E



Cert, No : 19000692

Istifuto®

De Angeli
-
Istituto De Angsl S.r.L.-Loc. Prulf n, 103/c- 50066 Reggello (Fi)-/ialy
Manufacturing Authorization N°; aM-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
Batch No.:  931064A No. of Analysis : 19000247 - 2- 1
Article No. : 464529 Date of Manufacture : 10.01.2019
Semifinished batch 831064 Expiry date: 0172022
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 06.02.2019
Testing Spec. No. 77338-p510a00301 Customer code: 663609
Manufacturing Spec. No.: 77338-p330200103
Marketing Authorization No: PN 015238/01
Page: 1
Test
Speclfication 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 coloured than reference solution B9 Conforms c
Clarity of the solution

Not more opalescent than reference suspension | Conforms c
pH

45-52 50 C
Relative density '

d(20/20)

1,148 - 1,168 1,164 C
Dose and uniformity of dose

The welght of each dose should not deviate by more than  Conforms c

+/- 10% from the average welght of 10 doses. The total

weight of 10 doses should not deviate by more than +/-15%

from the theoretical weight of 10 doses. The dropping

speed doas not exceed 2 drops per second.
Identification

Sodium plcosulfate (HPLC!Dlode Amay)

Corresponding to standard Conforms C

Sodium picosulfate (TL.Cc+HPLG)
Corresponding to standard TO

Sodium benzoate (HPLC)
Corresponding to standard Conforms c

Sodium benzoate (Tic)
Corresponding to standard TO



Cert. No : 19000692

Istifuto® >

De Angeli
-
Istituto De Angeli S.r.L.-4Loc. Prulll n. 103/¢- 50066 Reggelio (FI)-ltaly
Manufacturing Authorization N°; aM-136£2018 dated 07/11/2018
GMP Certificate No: IT/233H/20168
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.: 931064A No. of Analysls : 19000247 - 2 - 1
Article No. : 464529 Date of Manufacture ; 10.01.2019
Semifinished batch 931064 Expiry date: 01/2022
BIX code/ Pack, Mat. : BOTTLE (HDPE) Printed on : 06.02.2019
Testing Spec. No. ; 77338-p510a00301 Customer code: 663609
Manufacturing Spec. No.:  77338-p330200103
Marketing Authorization No: PN 015238/01
Page: 2
Test
Speclfication Result Evaluation
Active Ingredient decomposition
C-LA 401 NA (HPLC)
<=0,76% 0,00 v
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HPLC)
<=02% 0,0 c
(Equivalent to 0.2% degraded sodium plcosulfate
monchydrate)
Any unspecified degradation product (HpLC)
<=02% 0,0 C
Total degradation products (HrLC)
<=14% 0,0 C
Assay
Sodium picosuifate monohydrate (HPLC)
713,0 - 768,0 mg/100.0 mi 7516 c
Preservative content
Sodlum benzoate (HPLC)
160,0 - 220,0 mg/100.0 mi 200,0 C
Volume of contents

Conforms c



Cert. No : 19000692

Istiftuto ®

De Angeli
2 P
Istituto De Angeli S.r.L.-Loc. Pruli n, 103/c- 50066 Reggello (Fi)-ltaly
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificata No: (T/233H/2018
Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  931064A _ ~ No. of Analysis ; 19000247 - 2 - 4
Article No. : 464529 Date of Manufacture : 10.01.2019
Semifinished batch 931064 Expiry date: 01/2022
BiX code/ Pack, Mat. : BOTTLE (HDPE) Printed on : 06.02.2019
Testing Spec. No. : 77338-p510a00301 Customer code: 663609
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01
: ) 7 Page: 3
Test

Specification Result Evaluation

Batch quantity released (pcs) : 89787- Note: Number of the Normative Document, P NO15238/04-270110

Evaluation : " Conforms

Cediﬁcatioh;statemenl-:

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.

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Marilena Fina Date; 06.02.2019

=+ End of Report ™



