IEKJIAPAIIVSI O COOTBETCTBHH

JEKJIAPAHT, IPHHUMAIOINAHA JEKJIAPAIINIO O COOTBETCTBUH

AO "Canogpu Poccun”

Ceedenun o pezucmpayuu opzanusayuu. Mesxcpasionnaa uncnexyua Pedepanvrioii Hanoz060% cayiicbvt Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenegpor/harc: 8 (495) 721-14-00/ 721-14-11

B nuye: enepanvnviti upexmop Mownc O.A.

Hoeepennoe ruyo: Cmenanoe C.C., doseperrocme 6/n om 01.12.2017

3ASBJISET, YTO

Rexapcmgernoe cpedemeo: N'vmmanarce, xannu ons npuema exwympe 7.5 m2/ma 30 mn, draron-xaneavruyst
naacmuxoavte (1), navuxu xapmonnvie, PY Ne IT N015238/01 om 02.10.2009 (dama 3amenw: 01.08.2017) svidano
AQ "Canogu Poccus”, cepun 9310684, napmus 480359 ynarosox, zo8en 0o 01.01.2022, npoussoocmea
Hucmumym oe Anuzenu C.PJI, Hmanua, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, xod OKIT[2 21.20.10.115, ko0 TH B3X 3004900002, xowmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085326489 om 13.03.2019

COOTBETCTBYET TPEBOBAHUSIM

ITN015238/01-270110 (HIT 42-8495-08 uzm. Ne 1-4)

JAEKJIAPALTHSA IIPHHATA HA OCHOBAHHH

npomokon ucrmmanui Ne 793¢ om 19.03.2019 H/T OO0 HL] "®PAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJT40, Cepmughuxam POCC IT. OM08.C36359 om 19.03.2019

5 ) oCChg.,
anofi Russia A0

Crenanos C.C.
Ch O.U.0

CBEJEHNS O PETHCTPAIINA

OPT'AH ITO CEPTHO®UKAITAN, 3APETHCTPAPOBABIN NI NEKJIAPAIIMIO

RA.RU.11®&M08 OPIAH I10 CEPTHOHKALIHH ITPONVKLHH OFIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIT KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. I, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxoea, 0. 4, sm. 5., men.. (495)788-02-88, ae6-
caiim. oykr.pegh.

JAEKJIAPAITAST O COOTBETCTBHH 3APETCTPHPOBAHA M POCC RU J-IT.®M08.A.19052/19
JATA PETHCTPAITMM 19.03.2019

Kauan E.B.
3am. pykosogutens OC

Lo\ cepmmgraRayuic.

&y




Cepr, Na: 19001099

Huctityto ae Anrenn C.P.JL Ipynnu 103/c- 50066
Perrenno (dnoperuna) — Hranua
IMpowssoacTeernan nueHina Ne: aM-136/2018 ot 07/11/2018

HacTuTyTo Ae AHrenu

CepruduxaTt aHam3a 1 COOTBETCTBHSA

Ha3BanHe jleKapcTBeHHOTO I'YTTAJIAKC kanau ang npuema sayTpe 7,5 mr/mn 30 ma RU

cpeacTea:
Cepun Ne; 931068A Ne anannia; 19000432-2-1
AprHkyn Ne: 464530 Hara nponisoperea:  23.01.2019
Cepns npoMexkyTOUHOre MPOAYKTA: 931068 Cpok roaHocTH: 01/2022
BIX xon/ ¥ nakosounnifi maTepna: @nakoH (NOTUITHAEH HanevaTtano: 27.02.2019
BBICOKOH NIOTHOCTH)
TecToBan cnieundukannn Ne: 77338-p510a00301 Kon 3akazuuxa: 663610
IMpouseoacTBeHHas cneuuuraAnHA 77338_p330a00103
Ne:
Peructpaunontoe ceugerensctTeo Ne:  I1 NO15238/01
Crpaunupa: 1

HenbiTanue Cneunpukaung Pesynstat Ouenka
Onucanre

[Mpo3pauusiii pacTBop, clerka Ba3kHii, oT GeclBeTHOTO CootBeTcTBYET C

IO KENTOBATOTO HAHK CIErKa KEeNTOBaTO-KOPHYHEROTO

Lusera.
3anax

[MoutH Heouly TUMBI CooTeercTBYET C
LlBeT pacTeOpa

He Gonee MHTEHCHBHO OKpalleH, YeM pacTBoOp CooTBeTcTBYET C

cpaBHenus B9
Ipo3patuHocTE pacTaopa

CnanecueHums He Gonee, 4eM y cycneHsnd cpabHerua I CooTBeTCTBYET C
pH

4,5-572 5.0 c
OTHOCHTENLHAA ILTOTHOCTE

d(20/20)

1,148 — 1,168 1,164 C
Jo3a H ONHOPOAHOCTE AO3HPOBAHIA

Macca kakaoii no3el He JODKHa OTKIOHATLCA Ha Gonee  CoOTBETCTBYET C

ueM +10% ot cpenneit Macch 10 po3. OOwas Macca 10
03 HE AOJKHA OTKIOHATECA Ha Oonee yem £15% ot
TeopeTHueckoit Maccel 10 103,

CkopocTb nafeHHs kalens He ACMKHA NPEBLILUATE 2
KanaH B CEKYHAY.



Cepr. Ne: 19001099

Huctutyto ae Anurenn C.PJL Tlpyanu 103/¢c- 50066
Perrenno (dnopenuma) — Hranus
MpoussoacTeeHHan nHueH3na Ne: aM-136/2018 ot 07/11/2018

HucTutyTo Ae AHrenn

CepTHgHKAT aHAJIHM3A H COOTBETCTBHSA

Ha3panne nexapcTBeHHOrO

I'YTTAJIAKC xanan ans npuema sHyTpb 7,5 mr/ma 30 ma RU

cpedcTBa;
Cepus Ne: 931068A Ne anannia: 19000432-2-1
ApTHKYN No: 464530 Jarta nponssogcrea:  23.01.2019
Cepis HPOMeKYTOMHOIO NPOSYKTA: 931068 Cpox roaHoCcTH: 0172022
BIX kon/ Ynakoeounniii maTepuan: ®nakoH (noavaTuneH  HamewaTtawo: 27.02.2019
BbICOKOH IIOTHOCTH)
TectoBan cnenndukauns Ne; 77338-p510a00301 Koa 3aka3unka: 663610
IIponsBoacTRenHas cneunpHKALHS 77338_p330a00103
No:
PerncrpaunonHoe cBuAeTenncTeo Ne:  TT1 NO15238/01
Crpannua: 2
Hcnbitanne Cneundukaunsn PesynuTar Ouenka
IMoanununocTy
HaTpnsa nukocyasgar (B X/anoanaa matpuua)
CooTBeTCTBYET CTAHAAPTY CooTBeTcTBYET C
Hatpua nukocyandar (TCX + BIXX)
CooTBeTcTBYET CTaHAAPTY Tect onywen
Hartpua Genzoat (BOXKX)
CooTeeTcTBYET CTaHIAPTY CooTBetcTBYET C
Hatpus 6enzoar (TCX)
CooTBETCTBYET CTAHIAPTY TecT onyeH
Pacnan akTHBHOrO HHTpeZleHTa
C-LA 401 NA (BOXX)
<=0,76 %
(3xeuBanenTHo 1,0% pacnaBiueroca HaTpUA 0,00 C
NHKOCYNb()aTa MOHOTHApPATA)
C-Oxena (BIXX)
<=02% 0,0
(axeuBanenTHo 0,2% pacnapiuerocs HATPHA
nHKocynegara MOHOrHApaTa)
Jlro6oil necnenuduuecknii npoayxT pacnaaa (B3XKX)
<=02% 0.0 C
Cymma npoaykrtoe pacnaga (BOXX)
<=14% 0,0 C
KonnyecTBeHHOE conepxanme
HaTtpua nukocynsgata Monoruapar (B3XKX)
713,0- 788,0 mMr/100,0 ma 757,6 C
KouncepBant
Hatpusa 6enzoat (BDXX)
180,0 - 220,0 mr/100,0 Mn 201,3 C
O6pem cogepknMoro CooTeeTcTBYET C



Cepr. Na: 19001099

HuctuTyTo nie Avrenn C.P.J1 Tpynau 103/c- 50066
Perrenno (dnopenuna) — Hranua
TTpoxssoncTeeHnan nuuensna Ne: aM-136/2018 ot 07/11/2018

HHeTHTYTO Ae AHrenn

CepTuHduxaT aHaIM3a U COOTBETCTBHUS

Ha3paHne neKapcTBeHHOI 0 I'YTTAJIAKC xanan ans npuema BHyTpb 7,5 mr/ma 30 ma RU
¢peacTBa:

Cepun Ne; 931068A Ne anannsa: 19000432-2-1
ApTHKyn Ne: 464530 Hata npoussogcrea:  23.01.2019
Cepus npoMeKyTOUHOTO NPOAYKTA: 931068 Cpok roanocTn: 0172022
BIX xon/ ¥Ynakosounsiii MmaTepHan: Dnaxod (monmatiner  Hamewaramo; 27.02.2019
BLICOKO#H NMMOTHOCTHK)

TecTopas cneungukanns Ne: 77338-p510a00301 Koa saxa3unka; 663610
Ilpon3BoacTBeHHas cnetnpUKALNSA 77338_p330a00103
Ne:
Perucrpannonnoe ceunerenecTeo Ne: T NO15238/01

_ Crpaunna: 3
HenbiTanne Cneundukaunn Pesyabrar Ouenka

Pasmep suinmyiieHHoit cepun (ut): 48059 - TIPUMEYAHUE: Homep HopMaTHBHOTO nokyMeHTa: I1
N015238/01-270110

OueHxa: CooTBeTCTBYET

3asBneHHe O cepTUdUKaAUUH:

HacToamum noaTeep:xaato, ¥To Bee ITaNbl NPOHIBOACTEA JAHHOI MAPTHH TOTOBOI NPOAYKUHH GhuTH
nposeneHsbl B noaHoM cooTeeTeTeHM ¢ GMP tpeGoBannamn EU a Taxxe ¢ Tpe6oBaHHAMH MaPKETHHIOBOTO
pa3pelieHHA CTPAHbI HAZHAYEHHS.

VronuomoueHHoe nuuo:  Hucmumymo de Aunzeau c.p.
Keanrudmuyuposannnlii
compyonux Ap.cca
Haona Nuop
Hoonuce

Hata: 27.02.2019

Cepun npoeepena (Oraen dapmanesTuyeckoro eeinycka): Jp. Poraun Anreccuo Mara: 27.02.2019

*****KOHeu oTyeTa*****



Cert. No : 15001099

Istituto De Angell S.r.L.-Loc. Prull n. 103/c- 50066 Reggelio {(Fi-aly
Manufachring Authorization N*: aM-136/2018 dated 07/11/2018
GMP Certlficats No: IT/233/H/2018

Istifuto ®

. De Angeli

Certificate of Analysis and Conformance

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

BatchNo.:  931068A No. of Analysls : 19000497 - 2- 1
Article No. : 464530 Date of Manufacture : 23.01.2019
Semlifinished batch 931068 Expiry date: 0172022
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 27.02.2019
Testing Spec. No. : 77338-p510a00301 Customer code: 663610
Manufacturing Spec. No. :  77338-p330200103
Marketing Authorization No: PN015238/01
Page: 1
Test
Specification Result Evaluation
Appearance
Ciear, colourless to yellowish or slightly yellowish-brown,  Conforms C
slightly viscous solution
Odour
Almost imperceptble Conforms c
Colour of the solution
Not more Intensely coloured than reference solution B9 Conforms c
Clarity of the solution
Not more opalescent than refarence suspension | Conforms c
pH
45-52 50 c
Relative density
t(20/20)
1,148 - 1,168 1,164 C
Dose and uniformity of dose
The weight of each dose should not deviale 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 theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second,
Identification
Sodlum picosulfate {HPLC/Dide Aray )
Comesponding to standard Conforms c
Sodium picosulfate (TLc +HPLC)
Corresponding to slandard TO
Sodium benzoate (HPLC)
Corresponding to standard Conforms C
Sodium benzoate (T.c)
Corresponding to standard T0



Cert. No : 19001089

Istiuto®

De Angelf
-
Iatituto De Angell 5.r.L.-Loc, Plll n, 303/c- 50066 Reagello (Fl)-italy
Manufactuing Authorization N°: aM-136/2018 dated 071172018
GMP Certlficate No: ITf233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
Batch No.:  931068A No. of Analysis : 19000497 - 2- 1
Article No. ; 464530 Date of Manufacture : 23.01.2019
Semifinished batch 931068 Expiry date: 01/2022
BIX codef Pack. Mat. : BOTTLE HDPE Printed on : 27.02.2019
Testing Spac. 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 (HpLC)
<=0,76 % 0,00 c
{Equivalent to 1.0% degraded sodium picosulfate
monohydrate}
C-Oxlde (HrLC)
<=02% 0,0 ¢
{(Equivalent {o 0.2% degraded sodium picosulfate
monohydrate)
Any unspecified degradation product (HpLC)
<=02% 0,0 c
Total degradation products (HPLC)
<=14% 0,0 ¢
Assay
Sodlum plcosulfate monohydrate (HrLC)
713,0 - 788,0 mg/100.0 m! 7576 c
Preservative content
Sodium benzoate (HpLC)
180,0 - 220,0 mg/100.0 m! 2,3 C
Volume of contents

Conforms C



Cort. No : 19001099

Istifuto®

De Angeli
-
Istitrto De Angell S.r.LLoc. Prulll n. 103/c- 50086 Reggello {Fi)-ltaly
Manulacturing Authorization N*; aM-136/2018 dated 07/11/2018
GMP Certifcate No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
BatchNo.:  931068A No. of Analysls : 19000497 - 2 - 1
Article No. 464530 Date of Manufacture : 23.01.2019
Semifinished batch 931068 Expiry date: 0112022
BIX code/ Pack. Mat, : BOTTLE HDPE Printed on : 27.02.2019
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) : 48059 - 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.

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Rogal Alessio Date: 27.02.2019

 End of Report ****



