JNEKJIAPAIIMSI O COOTBETCTBUM

JEKJAPAHT, TIPHHHMAIOHIHI JEKJIAPAIIUIO O COOTBETCTBHH

AO "Canogu Poccua”

Ceedenusa o pecucmpayuu opzanuzayuu; Mexcpasionnan uncnexyus Pedepanshoii Hano2o6oi caysicbot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenegpon/paxc: 8 (493) 721-14-00/721-14-11

B nuye: I'enepanvnuiii dupexmop Monoic O.A.

Hosepennoe nuyo: Knokoea 10.C., dosepennocmnv 6/n om 01.12.2017

3ASIBJIAET, UTO

Rexapemsennoe cpedcmeo. I'ymmanaxe, Kanau Ons npuema suympe 7.5 me/mn 30 mn, raxon-xanenvruybol
nnacmuxoesie (1), nauxu kapmonnvie, PY No IT N015238/01 om 02.10.2009 (0ama 3amenwt 01.08.2017) evroano
AO "Canogpu Poccun”, cepun 8330224, napmus 47339 ynaxosox, 200en 0o (1.11.2021, npouseodcmea
Hruemumym e Anzenu C.PJI., Hmanus, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, ko0 OKITN2 21.20.10.115, koo TH B3/ 3004900002, xornmparxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085315872 om 04.12.2018

COOTBETCTBYET TPEGOBAHUAM

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

JEKJIAPAIIASI TPUHSATA HA OCHOBAHHI

npomoxon ucnsimanuii Ne 37090 om 14.12.2018 HJI OO0 HI] "@APMOBEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC IT. @M08.C30012 om 14.12.2018
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TAF k KJIAPAIYH 14.12.2018
NEKMAPATIAS

e

LCouod H.fff‘fl,
Sy ﬂ;qgéf’ ST .
‘ . Knoxosa 10.C.
.}eli‘i’??apa MOAMHCH O.H.0

CBEJEHUSA O PETUCTPAIIMHA

OPTAH ITO CEPTHOHUKAIIAH, SAPETUCTPHPOBABIIHI JEKJIAPALTAIO

RA.RU.11®MO8 OPTAH I10 CEPTHOHKALIMH ITPONYKIHH OBL{ECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPV)KHOH IJEHTP KOHTPOJIA KAYECTBA”,

adpec opaanuzayuu; 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opeana no

cepmughuxayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-

catim: oyrk.pe.

JEKJIAPAIIMA O COOTBETCTBUH 3APETHCTPHPOBAHA M POCC RU J-IT. PM0O8.A.10384/18
MCTPALIVIA 14.12.2018

é}g? Hunenxo U.b.
MOATHCE Pyxoponutens OC




Cepr. Ne: 18007180

Hrcruryo e Awrenu C.PJ, Npysnan 103/¢c- 50066
Perresano (Gaopenia) — Hranus
Mpou3soacTeeAnan muLen3ua Ne: aM-136/2018 or 07/11/2018

Hucraryro ae Aurenn

Ceprudunkar aHa/IM3a B COOTBETCTBHS

Hazsanue JEKAPCTREHHOIO

IYTTAJNAKC xanan aaa npsema BRyTpsb 7,5 Mr/ma 30 ma RU

CpencTBa;

Cepus No: 833022A No anannsa: 18006801-2-1

Aprukya Ne: 464530 Hara npomssoacrea:  06.11.2018

Cepas npoMeyTOYHOTO HPOAYKTA: 833022 Cpox rogHocTH: 11/2021

BIX koa/ Ynakosounpiii MaTepuai: Dnakon (nonusITHIEH Haneuarano: 23.11.2018
BBICOKO#H ILTOTHOCTH)

Tecroeas cnenuduxaunn Ne: 77338-p510a0301 Koa sakazanka: 663610

Tpou3BoacTReHHAs cnenM@uKanna Ne:
PerncrpainuoHHoe CBHEECTERLCTBO No:

77338 _p330a00103
I N015238/01

Crpasnna: 1

HcenuiTanue Coeundukanna
Onucanne
TIpo3pauHeli pacTBOp, clierka BA3KHiL, OT BeCHBETHOTO 10
KENTOBATOTO MK CHETKa JKEeNTOBATO-KOPHIHEROTO UBETA.
3anax

Mouty BeomyTHMBIH

Hipet pacTeOpa
He fonee MHTEHCHBHO OKpAIIeH, YEM PACTBOP CPABHEHHS
B9

Hpospaunocts pacreopa
Onanecriennus He Gonee, yeM y CYCIIeH3H# CpaBHeHHS |

pH
4,552
OTHOCHTENBHAN NWIOTHOCTD
d(20/20)
1,148 - 1,168

Jlo3a # 0(HOPOAHOCTL XOIMPORAHAN
Macca kaxnoit 703b HE QOMKHA OTIJIOHATBLCA Ha Gonee
uem +10% ot cpeaneit Macen 10 mo3. Ofmas macca 10
103 He A0JDKHAE OTKIOHATLCS Ha Ooaee ueM £15% ot
TeopeTHyeckoif Maccnt 10 no3,
CxopocTh aficHHA KaneNb He NOJDKHA NPeBblath 2
KAl B CEKYHIY.

PesyanTar

CootBercTRYET

CoorsercTByeT

Cooteercrayer

CooTBeTCTRYET

5,0

1,164

CooTBercryeT

Ouenga

«Canngv

Snaat




Cepz. Ne: 18007180

Hneruryro ne Anrean C.PJL Tlpynau 103/c- 50066

Perreano (baopesnunn) — Hranms HHCTK I 3 ro e Anre.rm

Tlpoussoncreenntan nuiensus Ne: aM-136/2618 or 07/11/2018

Cepruduxat aHamM3a H COOTBETCTBHUS

Hazsanue JiekapcTREHHOFO TFYTTAJAKC kaniu s npuema BHYTpS 7,5 Mr/ma 30 ma RU
cpeAcTRa:
Cepua Ne: 8330224 Ne ananusa: 18006801-2-1
Aprakyn Ne: 464530 Hara npoussogerBa:  06.11.2018
Cepus NPOMEXYTOMHOIO MPOAYKTS: 833022 Cpex roaHocTH: I1/2021
BIX xon/ YnakoBouHbiit MaTepnal: Pnakod (monmdTaneH  HaneuaTano: 23.11.2018
BBICOKOIf TIOTHOCTH)
Tecropan cnenndanns Ne: 77338-p510a00301 Kon 3akajunka: 663610
IponspoacTeennan cneunduraunn Ne: 77338 p330a00103
PerucTpalnHOHHOE CBHACTEILCTBO Ne: IENO15238/01
Crpannua: 2
Hcnpivanue Cneuydurauus Pesyaptar Ouenka
Hoamunocrs
Harpast nakocyasdar (BRXKX/muonnas Marpuna)
CooTBETCTBYET CTAHAAPTY CooTBercrByeT C
Havpusa maxocyiasdar (TCX + BOKX)
CooTBETCTRYET CTAHIAPTY Tect onyizen
Harpus Genzoat (B3KX)
CoOTBETCTBYET CTAHAAPTY CootsercTBYET C
Hartpus Genszoat (TCX)
CooTseTcTBYET CTAHAAPTY Tect omymen
Pacnaa akTHBHOTO HETPEAHEHTA
C-LA 401 NA (BDXX)
<= 0,76 %
(oxeusanentrO 1,0% pacnasirerocs Hatpus 0,00 C
nHkocynsdhaTa MoHoTHApaTa)
C-Oxena (BOXX)
<={0,2 % 0,0
(sxBuBanenTHO 0,2% pacnaBluerocs HATPHA
MHKOCYL{aTa MOHOTHAPATA)
Jiro6oit necnennduyecknii npoayxr pacnana (BIXX)
<=0,2% 0,0 C
Cymma npoaykros pacnaza (BIXX)
<= 1,4 % 0,0 C
KonnuecTBeHHOE cogepKaHue
Harpua nuxecynrdata monornapat (BIXX)
713,0— 788,0 mr/100,0 mn 754,0 C
KouHcepeanTt
Hatpns Genzoat (B3XX)
180,0 —220,0 mr/100,0 Mn 198.8 C
Ofnem cogepRUMOro CoorsercTBYET C




Cepr. Ne: 18007180

Hncruryto ae Anremn C.PJL, [Tpyana 103/c- 56066
Perrenno (dnopenups) — Hranus
MponssoncTeeHHas smenzus No: aM-136/2018 or 07/11/2018

Hucruryro ne Aurenn

Ceprudnkar anannza u cOOTBETCTBHSA

HassanKe IeKaPCTBEHHOTO IPYTTAJAKC xanau ans npuema srytps 7,5 mr/ma 30 ma RU
epejerna:

Cepusi N; 833022A Ne ananusa: 18006801-2-1
Apruiya Ne: 464530 Jata npoussoacrea:  06.11.2018
Cepuga npoMexyTOUHOFO HPOAYKTA: 833022 Cpox roasocrn: 1172021
BIX xop/ ¥ nakopodHbIi MaTepHan: ®nakon (nommaThien  Hanewarauo: 23.11.2018
BBICOKOH TWIOTHOCTH)

TecToBan cneunduranun Ne: 77338-p510a00301 Kon sakazunka: 663610
IponieoncTBenHan cnenmpuranua Ne: 77338 p330a00103
Perucrpaunon#oe CBHACTENLCTBO No: T1 NO15238/01

Crpanuua; 3
Henbitanue Creunduxanus PesyabTat Ouenka

Pasmep shinymentoit cepun (wr): 47339 - IPUMEYAHMUE: Homep RopMaTBHOrO 10KyMeHTa: I1 NO15238/01-
270110

Ouenxa: CootreTcTBYET

3afBlicHHE O CepTHOHUKALIM:

HacTosium OATBEPAAAI0, YTO BCE STANLI NPOHIBOACTBA JAHHOH NAPTHH FOTOBOI IPORYKINY GbLIK
nponeaenb! B neHoM cooTeeTcrBER ¢ GMP TpeGopannsmn EU a Takke ¢ TpeGoBARMAMH MapPKeTHRIOBOIO
pa3pelieHHE CTPaHb! HAIHAYEHHUS.

YHOIHOMOUEHHOE JIHIIO: Hucmumymo de Auzenu c.p,
KU unyuposuaruolii
compyonux Jp.cca
ITaona Fuop
Iloonuce

Hara: 23.11.2018

Cepus nposepena (Otaen dapmanesTHueckoro prinycka): Ap. Porait Aneccuo Jara: 23.11.2018

*****KOHBH oTgeTg¥¥FE¥
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Gert, Ro: 18007180

Istifito @
De Angsli
@ M
Istitirto De Angedl S.r.L-Loo, Prufll n, 103/c- 50065 Regoello (FI)-ttaly
Manulacturing Authorization N°: aM-136/2018 det 071112018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
BatchNo.:  833022A No. of Analysis : 18006801 - 2 - 1
Article No. : 464530 Date of Manufacture : 06.11.2018
Semifinished batch 833022 Expiry date: 1112021
BIX codef Pack, Mat. : BOTTLE HDPE Printed on: 23.11.2018
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 ,
Clear, colourless fo yallowish or slightly yelfowish-brown,  Conforms . C
slightly viscous solufion
Odour
Almostimperceptible Conforms c
Colour of the solution
Not more intensely coloured than refsrence solution BY Conforms C
Clarity of the solution
Nat more opalescent than reference suspension | Conforms c
pH .
45-52 5,0 : C
Relative density
d{20/20)
1,148 - 1,168 1,164 c

Dose and uniformity of dose
The weight of each dose should not deviate bymorethan  Conforms .C
+- 10% from the average welght of 10 doses. The total
welght of 10 doses should not deviate by more than +-15%
from the theorstical weight of 10 doses, The dropping
speed does not exceed 2 drops per second,

ldentification
Sodium picosulfate (HeLO/ Diode Amay)
Corresponding to standard Conforms c

Sodium plcosulfate (1ic+Hpic)
Comesponding fo standard

Sodium benzoate (HpLc)
Corresponding 1o standard Conforms

Sodium benzoate (7.c)
Corresponding to standard




Cort. No : 18007180

istifito @":’
< e Angel
latituto De Angell .r.L.-Loc. Prulk . 103/c- 50088 Reggelio (FIMialy
Manulacturing Authortzation N°: aM-136/2018 del 07/11/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
BatchNo.:  833022A No. of Analysls : 18006801 - 2 - 1
Article No. : 464530 Date of Manufacture : 06.11.2018
Semifinished batch 833022 Expiry date: 1112021
BIX code/ Pack, Mat, : BOTTLE HDPE Printed on : 23.11.2018
Testing Spec. No. : 77338-p510200301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330200103
Marketing Authorization No: PN015238/01
| Page: 2
Test
Specification Resuit Evaluation
Active ingredient decomposition
C-LA 401 NA (pLc) '
<=0,76 % ‘ 0,00 C
(Equivalent to 1,0% degraded sodium picosulfate
monchydrate)
C-Oxide (HrLC)
<=0,2% 00 c
(Equivalent to 0.2% degraded sodium plcosulfate
monohydrate)
Any unspecified degradation product {(HPLC)
<=(2% 0,0 c
Total degradation products (rpLc)
<=14% 00 c
Assay
Sodium plcosulfate monohydrate (npLc) .
713,0-788,0 mg/1060.0 mi 54,0 c
Preservative content
Sodium benzoate (Hric)
180,0- 220,0 mg/100.0 mf 108,8 Y
Volume of contents

Canforms C




Cert No : 18007180 .
) e
Istifuto® ™~
De Angeli

Istitvto De Angeli S.r.L-Loc, Prullin. 103/c- 50066 Reggelio {Fi)-Haly
Manufacturing Authorization N°: aM-136/2018 del 07/11/2018

Certificate of Analysis and Conformance

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

Batch No.:  833022A No. of Analysis : 18006801 -2- 1
Article No. : 464530 Date of Manufacture : 06.11.2018
Semifinished batch 833022 Expiry date: 1112024

BIX code/ Pack. Mat, : BOTTLE HDPE Printedon ; 23.11.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663810

Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/01

Page: 3
Test
Specification Result Evaluation

Bafch quantity released (pes) : 47339 - Note: Number of the Normative Document; P N015238/01-270110

Evgluation Conforms

Ceriification 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 (Phamaceutical Release Dept.): Dr.  Rogai Alessio Date: 23.11.2018

*** End of Reporf *~




