AEKJIAPAIINA O COOTBETCTBHUA

JEKJAPAHT, MPHHUMAYOUIHHA JEKJAPAIIAIO O COOTBETCTBHUH

A0 "Canogpu Poccur”

Ceedenust o pezucmpayuy opzanusayuu. Mesxcpaiionnas uncnexyus @edepansioti Haro2060u cayncbot Ne 46 no
2. Mockae 01.01.2008, OTPH 1027739079940, dama npuceoenun OIFPH 19.08.2002.

Adpec: 125009, o. Mockea, yn. Teepcran, 0. 22. Teneghon/pare: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanensli dupexmop Mouae O.4.

Hosepennoe muyo: Knoxosa FO.C., dosepennocms 6/ om 01.12.2017

3AABJSET, UTO

nexapcmeennoe cpeocmso: Iymmanaxe, kanau Ona npuema euympe 7.5 me/mn 15 ma, raxon-xaneawHuyb
nracmuxoseie (1), nauku kapmonnsie, PY Ne IT N015238/01 om 02.10.2009 (dama sanienv 01.08.2017) ewidano
AO "Canoghu Poccun”, cepus 8327524, napmus 94979 ynaroeok, z0den do 01.09.2021, npouzsodcmen
Hrcmumym de Anzenu C.PJI, 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, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085312184 om 05.11.2018

COOTBETCTBYET TPEBOBAHUAM
TINQI5238/01-270110 (HI 42-8495-08 uzm. Mo 1-4)
JEKJTAPALIHSI IPHHSATA HA OCHOBAHHU
npomokon ucnoumanuli Ne 3336 0 om 14.11.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21QJI40, Cepmugpuxam POCC IT.®OMO8.C27401 om 14.11.2018
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CBEJIEHMS O PETUCTPAIINNA

OFPTAH ITO CEPTHOHKAIIMHA, 3APETHCTPAPOBABIHNVH JEKJIAPALIHIO

RA.RU.11®M08 OPIAH 110 CEPTHPHKALHH ITPONYKLIHH OBI[ECTBO C OIPAHUYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockaa, yn. Macmepxosa, 9. 4, am. 5, nom. 1, xom. 1, adpec opaana no
cepmugpuxayuu: 115280, POCCHA, 2opod Mocksa, yr. Macmepxosa, 0. 4, 3m. 5., men. :(495)788-02-88, 6eb-
catim: oyxK.pe.
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Cepr. Ne: 18006285

Hucturyto ae Awrenn C.P.J). Hpyian 103/c- 50066
Perreazo (Dnopenuns) — Hranun HHCTﬂTyTO e AHTCIN

[TponsroacTeeHHas nunerins No: aM-32/2016 ot 02/03/2016

CeprudukaT aHa/ M3 M COOTBETCTBHUS

HaseanMe nexapereennoro U'YTTAJIAKC kanau aast nprema BayTphb 7,8 mr/si 15 ma RU
cpeacrea:

Cepns Ne: 832752A Ne ananmsa; 18005618-2-1

ApTHKya Ne: 464529 Hara npoussoacrea:  12.09.2018

Cepug APOMEXYTOYHOT0 HPOAYKTa: 832752 Cpox roasocTn: 09 /2021

BIX xoa/ Ynakosouusiii maTepua.: ®naxon (noamdTunes  Hanewartauo: 15.10.2018
BbICOKOI NIOTHOCTH)

Tectopas cneunduranms Ne: 77338-p510a00301 Kon 3axazuuka; 663609

HpouzsoacTBeHHan ciiennduKanis 77338 _p330a00103

Ne:

Peructpaunonnoe cengerenscreo Ne: 1 N015238/01
Crpannua: 1

HenbiTanne Cremndukanns Pesynprat Ouenka
Onxcanne

[Ipospaunetii pacTOp, ciierxa RE3KkHii, oT HecuseTHero CootercTRYET C

B0 HKETTOBATONO WIH ClErkd JKEeNTOBaTO-KOPHIHEROTO

HBeTa.
3anax

[MouTn Heony THMBIH CoorsercTByeT C

HpBeT pacTeopa
He Gonee nuTeHCHBHO OKpaLIIEH, 4eM pacTBOp CooTreTcrBYCT C
¢paBHerus BY

IMpospaunocTrk pacTeopa

Onanecuenuus He Gonee, ueM y cycnensuy cpabienns I CooTeercrByer C
pH
45-5.2 5,0 C
OTHOCHTENLHAY NEOTHOCTL
d(20/20}
1,148 — 1,168 1,165 C

1033 ¥ 0AHOPOIHOCTEL HO3HPOBARNA
Macca ka0l 1036 He JONKHA OTKIOHATECA Ha Bosee Coorserctyer C
4em +£10% ot cpeaneit maccel 10 nos. Ofiaa Macea 10
JI03 HE J0JKHA OTKAOHATLEA HA Bonee weM £15% ot
TeopeTHYecKo# Macchl 10 103.
CKopocTL naneHus Kaneib He XONMHa IPEeRbILATh 2
Kanay B CEKYHY.




Cepr. Ne: 18006285

Huctaryrto ne Axrens C.P.J1. Tlpynnu 103/c- 50066
Perrenno (Pnopexums) - Mranua
TipoussoacTsemas aulersna Ne: aM-32/2016 ot 02/6372016

HUHeTuTYTO Ne AHreiu

Ceprundukar aHaau3a U COOTBETCTBHSA

Haspanie JiekapcTREHHOro

FYTTAJIAKC kanam ans npaema BuyTps 7,5 mr/ma 15 mu RU

cpeacTra:
Cepun Ne: 832752A Ne ananmsa: 18005618-2-1
ApPTHKY]: Ne: 464529 Jata npomssoacrea:  12.09.2018
Cepusi npoMeRYTOHHOTO NPOAYKTA: 832752 Cpox roarocTH: 09/2021
BIX koa/ ¥YnakoBounblii MaTepras: ®nakod (nonwarhined  Hanewarawo: 15.10.2018
BLICOKOH MIOTHOCTH)
TecTopan cneunduxanna Ne: 77338-p510a00301 Kon 3akazunxa: 663609
NpouspoacTeeHnas cnednPpHKALHN 77338 _p330ao0103
Ne:
Perucrpannonnoe ceuxerenserso Ne: [T NO15238/01
Crpannpa: 2
Henprranne Creundukanus Pesvaprat Quenka
NoanuHHOCTE
Hatpust nukocyardat (BAKX/nuoanas matpiwa)
CoOTRETCTRYET CTAHZAPTY CootBetecTRYET C
Hatpun naxocynudar (TCX + B3HX)
CooTeeTCcTRYET CTAHIAPTY Tect onynien
Hartpnsa 6enzoart (BIXKX)
CooTreTcTRYET CTAHPAPTY CooreercTByer C
Hatpus berzoar (TCX)
CoOTBETCTBYET CTAHAAPTY Tect onymen
Pacpaa aKTHBHOrG HHTPEAHEHTA
C-LA 401 NA (B3XX)
<=0,76 %
(sxBuBanenTtno 1,0% pacnasmierocs HaTpua 0,29 C
nukocynehara MoHOrHApaTa)
C-Orenn (BIXX)
<=0,2% 0,0
(axBuBanenTHO 0,2% pacnaBlUErocs HATPHA
NHKOCYnL{aTa MOHOTHAPATE)
JlioBoit necnenndnyecksit npogyxr pacnaaa (BXKX)
<=0,2 % 0,0 C
Cymma npoaykTos pacnaga (B3XX)
<=14% 0,3 C
Koanyecrsennoe coaep:kanie
Hatpns nukocynbdara monornapar (B2XX)
713,06 788,0 Mr/100,0 Mn 755,9 C
Konceppanrt
Hatpus bexzoat (BOXKX)
180,0 — 220,0 Mr/100,0 Mn 201,1 C
O0nem conepaumMoro CootpeTcTRyYeT C




CepT. Ne: 18006285

Hucturyro ne Aurenn C.PJ1. Tlpyaau 103/c- 50066
Perreano (Mnopenuns) — Wragua
ITpon3BoacTReHHAN Jinuensns No: aM-32/2016 ot 02/03/2016

HucTuTyTo Ne AHren

Cepruduxar anajinza u COOTBETCTBUS

HazpaHue JieKapeTBeHHoro TYTTAJAKC kannn ana npuema suyTps 7,5 mr/ma 15 ma RU
CpencTBa; '

Cepus Ne: 832752A Nt ananusa: 18005618-2-1
AprTrkya Ne: 464529 Hata npoussogcrea:  12.09.2018
Cepufl NpeMEKYTOYHOIO NPOAYKTA: 832752 Cpok roaHocTn: 09 /2021
BIX koa/ ¥Ynakosounslii maTepuaT: ®nakon (nomistunes  HanewaTaHo: 15.10.2018
BEICOKO} NMNOTHOCTH)

Tecropas cneunduramusa No: 77338-p510200301 Kon 3akazunka: 663609
Hpon3podcTBeHHAS cnieunprEKanus 77338 p330ac0103
Ne:
Perucrpannodtoe cenperesnnerso No:  TIN015238/01

Crpannoa: 3
Hcnuiranne Cneundmnkauns Pesvabrar Ouenka

Pazmep Brinywenno# cepun (u7): 94979 - [IPUMEYAHHE: Homep HOpMaTHBHORO noxymenTa: Il
NO015238/01-270110

Ouenxka: CooTBeTcTBYET

3assnenne o cepridukaLnn:

HacTosninm noATBEp;KAAI0, 9TO BCE ITANbI NPOH3BOACTEA AAHHOIH NAPTHH TOTOBOI NPOLYKUMY GLIIH
npoBeaeHsl B N0JIHOM cooTBeTcTBHN ¢ GMP TpeGopannamu EU a Taxske ¢ TpeGosannEMH MapKeTHHIOBOTO
PaspeleHns CTPaHbl HA3HAYCHHS,

YnonHoMouenHoe o HMuchumymo de Anzeau c.p.
Kearupuiuposannbiii
compyonuk Ap.cca
Haona Nuop
Hoonuce

Jara: 15.05.2018

Cepus npoeepena (Otzaen dapmauesTuyeckoro Boinycka): Ap. Porai Ameceno Jlara: 15.10.2018

*****KOH&H OquTa*****




Cert. No ; 18006285

Istiftito &
De Angeli
g s
Islitute De Angeli S.r.k.-Loc. Prul n. 103/c- 50066 Reggello (FI)-Raly
Manufachuring Authorization N°: aM-32/2016 ¢al 621031206
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
Batch No.;  832752A No. of Analysis : 18005618 - 2 - 1
Article No. ; 464529 Date of Manufacture : 12.09.2018
Semlifinished batch 832752 Expiry date: 0972021
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on ; 15.10.2018
Testing Spec, No. : 77338-p510200301 Customer code: 663609
Manufacturing Spec. No. :  77338-p330a00103
Marketing Authorizatfon No: PN 015238/01
Page: 1
Test
Specification _ Result Evaiuation
Appearance _
Clear, colourless fo yellowish or slightly yellowish-brown,  Conforms C
slightly viscous solution
Odour
Almost imperceptible Conforms c
Colour of the soiutlon
Not more intensely coloured than reference solution BS Conforms C
Clarity of the solution
Not mare opadescent than reference suspension § Conforms c
pH
45-52 5,0 C
Relative density
{20120}
1,448 - 1,168 1,168 c
Dose and uniformity of dose
The weight of each dose should not deviate by more than ~ Conforms C
+- 10% from the average weight of 10 doses. The total
weight of 10 doses should niot deviate by more than +/~16%
from the theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.
Identification
Sodium pleosuifate (HPLC/ Diade Aay)
Corresponding to standard Conforms C
Sodium picosulfate {TLC +HPLE)
Corrasponding io standatd TO
Sodium benzoate (HPLC)
Corresponding to standard Conforms c

Sodium benzoate (Tc)
Corresponding fo standard TO



Cert. No : 18006285
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Isttislo De Angell S.r.L.-Loc. Prufl n. 103/c- 50066 Reggells {Fi)-taly
Manufaciiring Authorization N°: aM-32/2016 del (2032018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/mi 15ML RU
Batch No.:  832752A No. of Analysis : 18005618-2 - 1
Articie No, : 464529 Date of Manufacture : 12.08.2018
Semifinished batch 832752 Expiry date: 08 /2021
BIX code/ Pack, Mat. : BOTTLE (HDPE} Printed on ; 16.10.2018
Testing Spec. No. 77338-p510200301 Customer code: 663609
Manufacturing Spee, No. :  77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 2
Test .
Speclfication Result Evaluation
Active ingredient decomposition
C-LA 401 NA (HPio)
<= 0,76 % 0,29 c
(Equivalent to 1.0% degraded sodium picosuifate
menohydrate}
C-Oxide (HPLC)
<=0,2% 00 c
{Equivalent to 0.2% degraded sodium picesulfate
monghydrate)
Any unspecified degradation product (spic)
<=0,2% 0,0 C
Total degradation products (HrLG)
<=14% 03 C
Assay
Sodium picosulfate monohydrate (HeLe)
713,0-788,0 mgi00.0 ml - 7559 c
Preservative content
Sodium benzoate (npLC)
180,0 - 220,0 mg/100.,0 md 201,1 c

Volume of contents
Conforms C



Cert. No : 18006285
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istiluto De Angeli S.r.t.-Loc, Prulli n. 103/c- 50066 Reggello (Fi)-llaly
Manufacturing Authorization N°: ab4-32/2016 del 02/03/2016

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU

BatchNo.:  832752A No.of Analysis:  18005618-2- 1
Article No, 464529 Date of Manufacture 12.09.2018
Semifinished batch 832752 Expiry date: 09/ 2021

BiX code/ Pack. Mat. : BOTTLE {HDPE) Printed on : 15.10.2018
Testing Spec. No. : 77338-p510a00301 Customer code; 663609

Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01

Page: 3
Test
Specification Result Evaluation
Batch quantity released (pcs): 94979 - Note: Number of the Normative Decument: P NO15238/01-270110
Evaluation ; Conforms
Certification statement: -

l'hereby certify that ail 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 Persop:
Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 15.10.2018

=" End of Report "+



