JEKJIAPAIIUA O COOTBETCTBHUHA

JAEKJAPAHT, IPHHUMAIOHIHI JEKJIAPAHHHIO O COOTBETCTBHH

AO "Canodhu Poccus”

Csedenus o pezucmpayuu opanusayuu; Mexcpationnas uncnexyus @edepanvroti Hano2o080u cayxcbot Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocksa, yn. Teepekan, 0. 22, Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B nruye: I'enepanvuniii oupexmop Monoe O.A.

Hosepennoe auyo: Cmenanos C.C., dosepennocmy 6/n om 01.12.2017

3AABJISIET, UTO

nexapcmeennoe cpedcmeo: I'ymmanaxe, kanau Ons npuema eHympo 7.5 mMe/mn 15 Ma, grnakon-xanenoruyb
nnacmuxosvie (1), nauxu xapmonnvie, PY Ne IT NG15238/01 om 02.10.2009 (0ama 3amenwi 01.08.2017) svioano
AO "Canogpu Poccun", cepus 9310654, napmun 94977 ynaxoeox, z00en oo 01.01.2022, npousecdcmea
Hucmumym de Anzenu C.P.JL, Hmanus, Instituto De Angeli SR.L., Loc. Prulli, 103/C, 50066 Reggello,

Firenze, Italy koo OKII/[2 21.20.10.115, xod TH B3/ 3004900002, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085324548 om 25.02.2019

COOTBETCTBYET TPEBOBAHHSIM
ITNOI5238/01-270110 (H 42-8495-08 usm. Ne 1-4)

JEKJAPAIIUA IIPHHATA HA OCHOBAHMH
npomoxon ucneimanui Ne 6080 om 06.03.2019 HJT OO0 HI{ "®APMOBOPOHA", ammecmam axkpeoumayuu
POCC RU.0001.219J140, Cepmugpuxam POCC IT. PM08.C35432 om 06.03.2019

,H.ATA HPHHFIT UL TEKJIAPAIIMN 06.03.2019
A AIII’IH I{EHCTBHTEJIBHA JO 01.01.2022

: ; . Crenanos C.C.

 dexaapanm /% ®.1.0
- CBEJIEHHS O PETUCTPALIA

OPTAH 11O CEPTHUOHKAIIUH, 3APETHCTPHPOBABINHAN JEKJIAPAIIMIO

RA.RU.11®OMO8 OPTAH 110 CEPTHOHKALIHH TPOAYKIIMH OBLIIECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTAIQ "OKPY)KHOH I[JEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mocxea, yr. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpurxayuu: 115280, POCCHS, zopod Mockea, yn. Macmepxoea, 0. 4, am. 3., mea.:(495)788-02-88, eet-
catim: oyxx.p.

NEKJAPAIIAS O COOTBETCTBHHU 3APETACTPHUPOBAHA M POCC RU J-IT.®M0O8.A.17852/19
JATA PETUCTPALIAH 06.03.2019

Kauaun E.B.
3am. pykosogutens OC




Cepr. Ne: 19000690

Huctiryto ne Awrenn C.P.JL Npynnn 103/c- 50066

Perrenno (®aopesnng) — Mraius

NpoussoscTeennan nitienzisn Ne: aM-138/2018 or 07/11/2018
Cepruduxar GMP: IT/233/H/2018

Ceprudukar ananmsa u cooreercTBuA

MucTrTyTO Ae ABrenu

Haseanue nrexapcTsennoro TYTTAJIAKC kanzu ans npuema suyTpn 7,5 mr/vn 15 M RU

cpencTBa:

Cepis No: 031065A Ne ananmnsa: 19000387-2-1

ApTHryn Ne: 464529 JAara nponseopersa:  15.01.2019

Cepust BPOMERYTOMHOrO npoxyKTa: 931065 Cpox rogsocTH: 01/2022

BIX xon/ Ynaxosounniii matepnam: ®naxoH (nommstaner  Haneuaramo: 06.02.2019
BBICOKOH ANOTHOCTH)

TecToBan cnenndmkanus No; 7'7338-p5102a00301 Keop 3axkazunka: 663609

IpoussoncTeennan cneunduxamus Ne:
Pernerpansonnoe ceigerenscrae Ne:

77338_p330a00103
T1 N015238/01

Crpanuna: 1

Hceneiranpe Crenndnrannn Pesvantar Ouenxa
Onucanne
ITpo3paynblif pacTsop, crerka Basiii, 0T BeCIBETHOTO go CoorBercTByer C
XKEeITOBATOTO HAH CNETKa XKENTOBATO-KOPHIHEBOIO BETa.
3anax
Houry Aeony TrMEI CooteercTByeT C
Hger pacreopa
He 6onee usTencusro oxpames, uem pactBop cpasremn  CoortpetcTByeT C
B9
Ilpospaunocts pacTsopa
Onanecuenuns e Gonee, yeM y cycnensun cpaegeHny | CooTtsercrayer C
pH
45-52 50 C
OTHocHTeNLHES NNIOTHOCTE
d(20/20)
1,148 1,168 1,164 C
Ho3a u opHOpOAHOCTS Ko3MpOBaRMS
Macca xaxnoii 10361 Be JOMKHA OTKIOHATHCS Ha Gonee CooTtBercTByeT C

3eM +£10% or cpennelt Macen 10 fo3. O6mas macea 10
Z03 HE IONKHA OTKAOHATLCH Ha Gonee wem +]15% or
TeOpeTHIECKo# Maccs! 10 o3,

CxopocTh nazienus Kaneib He JOIDKRA TIpeBLIIATE 2
KaIli# B CEKYHLY.




Cepr. Ne: 19000690

Mucreryro ne Anrean C.P.JL Fpynnu 103/c- 50066

Perrenno (Guopenus) ~ Hranus

HpoussoacTeennas auuehsizn No: aM-138/2018 o1 07/11/2018
Ceprndumxar GMP: IT/233/H/2018

Ceprudmuxar anaiIn3a 1 cooTBETCTBHS

Hassanue sexapeTrenHoro

MNucraTyro ne Aurenau

T'¥YTTAJIAKC xanan ans npuema suyrps 7,5 mr/ma 15 ma RU

cpeacTea;
Cepust No; 931065A Ne ananuza: 19000387-2-1
ApTukyn Ne: 464529 Jara npousseacrea:  15.01.2019
Cepust npOMeRYTOYHOT'O HPOAYKTA: 931065 Cpok rogHocTH: 01/2022
BIX xop/ YnakoBounslii maTepnan: @nakon (nomstazenr  HameuaTaHo: 06.02.2019
BBICOKO# NIOTHOCTH)
TecToras cnenuduxauns Ne: 77338-p5102a00301 Koa 3axasuuka: 663609
TlponseoacTeennas cnennguranas Ne: 77338 _p330a00103
PerncrpauuoHHoe cBugeTenncTEe No: TIN0G15238/01
Crpanuna: 2
Mcnerranne Crnenndukanus Pesvawtar Quenka
TloaaHEHGCTE
Harpns naaxocyaspar (BOKX/nuonuan MaTpuna)
CootpercTBYET CTanmRPTY CooTsetcrayer C
Hatpun nukocynsdar (TCX + B2XKX)
CooTsercTBYET CTaHzapTy Tect omynien
Hatpusn 6ensoat (B2XKX)
CootsercTByET CTAHAAPTY CootBeTCcTBYET C
Hatpus Gensoat (TCX)
CootsercByeT cranmapry Tecr onymen
Pacnaj akTHBHOIO HHIpenAeHTA
C-LA 401 NA (B5XX)
<=0,76 %
(sxBrBanenTHO 1,0% pacnasmierocs HaTpus 0,60 C
HKocyALdpaTa MOHOTHIpATA)
C-Oxenp (B2XX)
<=0,2% 0,0
(3xBEBANenTHO 0,2% paclaBmIerocs HaTpus
MIKOCYNb(paTa MOHOTHApPaTa)
Jso6oi Hecnennguueckuii npoaykT pacnaza BIXX)
<=0,2% 0,0 C
Cymma nipoaykros pacnaga (BXX)
<=14% 0,0 C
KommgecrBennoe copepanne
Harpus nuxocynedara moxornapar (B3XX)
713,0- 788,0 mMr/100,0 Mn 754,0 C
KonceppaHT
Harpusa Gensoar (BOXX)
180,0 —220,0 Mx/100,0 mn 199,2 C
O6BeM conepRuMOTO CooTeeTcTBYET C




Cepr. Ne; 19006690

Huctiryo ne Aurean C.P.JL. Dpynny 103/c- 50066

Perrenao (Propenin) — Wranus

Tporspoacteesnan muuensns Ne: aM-138/2018 ot 07/11/2018
Cepmudmxar GMP; 1T/233/H2018

Ceprudurar ananmsa u cooTReTCTBHS

Hucratyro ae Aarenn

Haieanne nexapcersennoro I'YTTAJIAKC ramm ans npsema BayTps 7,5 Mr/ma 15 ma RU

cpencrpa:

Cepun Ne: 931065A Ne anannza: 16000387-2-1

Aprukyn Ne; 464529 Jata npomssoperea:  13.01.2019

Cepust npomexyToMHOr0 NpOAYKTa: 931065 Cpok rogsocru: 01/2022

BIX xon/ ¥YnakoBouHbii MaTepuas: Onaxos (noswyrener HanewaTaso: 06.02.2019
BHICOKOH mnoTHocTH)

TectoBan cneunduranus Ne: 77338-p510200301 Kon 3axazunxa: 663609

IlponzeoncTeenHan cnenungukamus Ne: 77338 _p330a00103

PerncTpansonnoe ceuaeTenscTao Net IIN015238/01

Crpannna: 3

Henpitanke Cnenndnxannn Pesyintat Onenka

Pa3mep sumymesHoil cepiu (mr): 94977 - [TIPUMEYAHUE- Homep nopmaTHEHOTO soKyMenTa: I1 NO15238/01-
270110

Ouenxa: CooTBeTCTBYET

3asBeHue 0 cepTHdMKAIHN:

HacTosiuM noaTBepAKAAID, YTO BCE 3TANBI HpOHIBOACTBA AaHHOM NAPTHR TOTOBOH NpoaYKUMK BBLIH
NpOBEAEHL] B NOJTHOM cooTBeTCTBHN ¢ GMP Tpebopamnamn EU a Taroxe ¢ TpeSoBAHHAMHE MaPRETHETOBOIO
paspelicHus CTPAHB] HAZHAYCHUA.

‘VronmHoMogenHoe A8110: Hucmumymo de Anzean c.p.
Keanuuunposannslii
compyonux JAp.cca
Haona Nuop
Hoonuce

Hata: 06.02.2019

Cepns nposepena (O1aen GapMaleBTHIECKOTO Bbinycka): Ap, Mapuaena ®una Jlarta: 06.02.2019

*****KOHEH OTueTa* ¥ % 4%




Cert, No : 19000600

Istituto ©>
De Angeli -
e :
Isilulo Da Angell S.£.L.-Loc, Prull n, 403/c- 50066 Reggello {Fi}-laly -
Manulacturing Authorization N°: a-136/2018 dated 071172018
GMP Cerfficate No: IT/233M2018
Certificate of Analysis and Conformance :
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  931065A No. of Analysis ; 19000387 - 2- 1 -
Atticle No. : 484529 Date of Manufacture : 15.01.2019
Semifinished batch 931065 Explry date; 01/2022
BIX code/ Pack, Mat, : BOTTLE {(HDPE) Printed on : 06.02.2018
Testing Spec. No. ; 17338-p510200301 Customer code: 663609
Manufacturing Spec. No. :  77338-p330200103
Marketing Authorizatlon No: PN 015238/01
Page: 1
Test !
Speclfication Resulf Evaluation
Appearance
Clear, colouriss to yeliowish or slightly yeflowilsh-brown,  Conforms C
slightly viscous solufion
Qdour
Almost Imperceplible Conforms c
Colour of the solution
Not more intensely coloured than reference solution B9 Conforms C
Clarity of the solution T
Not more opalescent than reference suspension | Conforms c
pH
45-52 50 c i
Relative density E
d(20/20)
1,148 - 1,168 1,164 c
Dose and uniformity of dose
The weight of each dose should not deviate bymorethen  Conforms ‘ C
+-10% from the average weight of 10 doses. The total
welght of 10 doses should not deviate by more than +-15% T
from the theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.
Identification
Sodium picosulfate (HPLC/ Diode Amay)

Corresponding to standard

Sodium picosulfate (TLC +HPLC)
Corresponding to standard

Sodium benzoate (HrLc)
Corresponding to standard

Sodium benzoate {Ti.0)
Corresponding to standard

Conforms

Conforms




Cest. No : 18000890

Istifato &

De Angeli -
e e
istituto De Angeli S.r.L.-Loc. Prulll n, 103/c- 50066 Reggefio {Fi}-italy
Manufacluring Authorization N°; a-136/2018 dated 07/11/2018
GMP Certlficate No: IT/233/H/2015
Certificate of Analysis and Conformance '
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  931065A No. of Analysis : 19000387 - 2 - 1
Article No. : 464529 Date of Manufacture : 15.01.2018
Semifinished hatch 931065 Expiry date: 01172022
BIX codef Pack. Mat, : BOTTLE (HDPE) Printed on : 06.02.2019
Testing Spec. No, 77338-p510a00301 Customer code: 663600
Manufacturing Spec. No.:  77338-p330200103
Marketing Authorization No: PN 015238/01
Page: 2
Test
Speclfication Result Evaluation
Active Ingredient decomposition
C-LA 401 NA (#rLC)
<=0,76 % 0,00 c
{Equivalent fo 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HPLC)
<=02% 0.0 ¢
(Equivalent to 0.2% degraded sodium picosulfate
monohydrate) N
Any unspecified degradation product (Hpic)
<=02% 0,0 C
Total degradation products (spic)
<=14% 0,0 c
Assay
Sodium plcosulfate monohydrate (HrLC)
713,0-788,0 mg/100.0 m! 54,0 C
Preservative content
Sodium benzoate (HpLC)
180,0 - 220,0 mg/100.0 m 199,2 c
Volume of contents

Conforms




Cerl. No : 19000690

T
Istituto @
De Angeli
@?" M‘
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50085 Reggelio {Fi)-ialy
Manufacturing Authorization N°: ah-136/2018 dated 071112018
GMP Certiicate No: [T/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  931065A No. of Analyss : 19000387 - 2 - 1
Article No. : 464529 Date of Manufacture : 15.01.2019
Semifinished batch 931065 Expiry date: 01/2022
BiX codef 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: 3
Test
Specification Result Evaluation

Batch quantity released (pcs) : 94977 - Note: Number of the Normafive Document: P N015238/01-270110

Evaluation : Conforms

Certification statement:

I'hereby certify that all the manufacturing stages of this bateh 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 ***




