JEKJAPAIIASI O COOTBETCTBHUHA

JNEKJAPAHT, MPAHUMA O JEKJIAPAITAIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus Pedepansroii nano206oi cayxcbs M 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, 0ama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckas, 0. 22. Tenepow/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvhvtii dupexmop Monaic O.A4.

Hosepennoe nuyo: Cmenanos C.C., doeepennocmbe 6/n om 01.12.2017

3AABJIAET, YTO

nexapcmeennoe cpedcmso; Iymmanaxc, kanau OnR npuema enympd 7.5 m2/mn 30 ma, raxor-xanenbHuysl
naacmuxoesie (1), nawxu xapmonnvie, PY Ne I1 N015238/01 om 02.10.2009 (dama samene: 01.08.2017) swidano
AO "Canogu Poccun”, cepus 932098B, napmus 45135 ynaxoeox, 200en do 01.06.2022, npouseodcmsa
Hucmumym de Anzenu C.PJI., Hmanun, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, ko0 OKITJ2 21.20.10.115, xo0 TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic M 9085346240 om 09.09.2019

COOTBETCTBYET TPEEOBAHHAM

IT NG15238/01-270110 (HO 42-8495-08 usm. Me 1-3}

JAEKJIAPAITASA IIPHHATA HA OCHOBAHHAHN

npomoxon ucnsimanuii No 28520 om 26.09.2019 HJT 000 HL[ "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC IT. ®DM08.C49464 om 27.09.2019

JATA JIPUIEL JTEKJIAPAITRM 27,09.2019
‘ CTBHUTEJBHA 10 01.06.2022
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CBEJEHMSA O PETHCTPAIINA

OPFAR IO CRRINOUKALAN, 3APEIICTPHPOBABIIFI JEKJIAPALHIO
RARY 1Y@ PIAH ITO CEPTHOHKALHH ITPONYKLIHH OBI[ECTBO C OI'PAHHYEHHOH
OTBEICTBEHNMGCTHIO "OKPYIKHOH LEHTP KOHTPOJIA KAYECTRA',
adpediopeayus . 115280, 2. Mockea, yn. Macmepxoea, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cep xaydull 45280, POCCHA, 20po0 Mockea, yA. Macmeproea, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caimijogricpip i
JEKJAPALIAN D COOTBETCTBHM 3APET'ICTPHPOBAHA M POCC RU J-IT. ®M08.A.38163/19
P _;;' 27.09.2019
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Cepr. Ni: 19004429

HuctutyTo ne Anrenn C.P.JL. Mpynau 103/¢c- 50066

Perrenno (dbroperunn) — Hranua

Iponzsoacteennas nuuenszns Ne: aM-136/2018 ot 07/11/2018
Ceptudmkar GMP: IT/233/H/2018

HucTutyTo e AHrean

CepTudukar aHaIH32 H COOTBETCTBHSA

Ha3panue JIEKAPCTBEHHOIO

I'YTTAJIAKC kanan ans npuemMa BHYTph 7,5 mr/mn 30 mn RU

cpeacTBa:
Cepusa Ni: 932098B Ne anannia: 19003964-2-1
ApTHkyn Ne: 464530 Jata nponseogersa:  24.06.2019
Cepusa npoMeXKyTOUHOr0 NPOIyKTAa: 932098 Cpok roanocTh: 06/2022
BIX xoa/ Ynakoeo4HbIi MaTepuan: dnakoH (MONUATHUAEH Haneuarano: 31.07.2019
BLICOKOH IUTOTHOCTH)
TectoBan cneundurauun Ne: 77338-p510a00301 Kona 3aka3zunka; 663610
IlponasoncTeeHnan cneundurauua 77338 _p330a00103
Ne:
Perncrpaunontoe ceuaeTeabeTo No: 1 NO15238/01
Crpanuua: 1

HcenbiTanue Cnennduxauns PesyasTart OueHka
Onncanue

Ipo3apauHsiit pacTBop, cnerka Ba3kui, 0T OeCLBETHOrO CooTBETCTBYET C

L0 XEeNTOBATOro WIH cnerka xenTopaTo-KOPHYHEBOTO

LBETA.
3anax

IToutu Heoury THMBI CooTtBeTCTBYET C
LipeT pacTBopa

He Gonee uHTEHCHBHO OKpAILeH, HeM pacTBop CooTBeTcTBYET C

cpaBreHHA B9
IMpo3payHocTh pacTBopa

OnanecueHina He Gosee, ueM y cycneHsud cpaBHenns I CooTeetcTByeT C
pH

45-52 5.1 C
OTHOCHTENLHAS NIOTHOCTH

d(20/20)

1,148 - 1,168 1,164 C
Jo3a H 01HOPOAHOCTL JO3UPOBAHKR

Macca kaxnof Bo3bl He AOKHA OTKROHATECA Ha Gonee  CoOOTBETCTBYET C

yeM £10% ot cpeaneii Maccw 10 no3. O6wmasn macca 10
J103 He IOJDKHA OTKIOHATLCA Ha Bontee uem :15% o1
TeopeTHyeckoit Maccel 10 moa.

CKOpOCTb NaneHHA Kanenkb He A0MKHA NPesLilaTh 2
KaIUIH B CEKYHIY.



Cepr. Ne: 19004429

HuctityTto ae Anrenn C.PJL. Tlpynny 103/c- 50066

Perrenno (Pnopenman) — Hranua

MMpou3soacTeeHHan nHueH3MA Ne: aM-136/2018 ot 07/11/2018
Cepmuduxar GMP: [T/233/H/2018

HHcTHTYTO 1Ie AHreIn

CepTuduKaT aHAIH3A H COOTBETCTBHS

Ha3ipaHue NeKapcTBEHHOrQ I'YTTAJNAKC kanau ana npuema BHYTpb 7,5 mr/mn 30 ma RU

cpeacTpa:

Cepua No: 9320988 Ne ananusa: 19003964-2-1

Aptukyn Ne: 464530 Jata nponssogerea:  24.06.2019

Cepis npoMexyTouHOro NpoayKTa: 932098 Cpox roanocTH: 0672022

BIX xon/ YnaxoBo4uHBIR MaTepra: dnakoH (MOAHITINEH Haneuartawuo: 31.07.2019
BBICOKOH MIOTHOCTH)

TectoBas cneungpuranna Ne: 77338-p510200301 Koa sakayunika; 663610

IlponasoacTBeHHARA cieUKGHKALHA

Ne:

PerncTpannoHHoe CBHIETEALCTBO No:

77338_p330a00103

IINO15238/01

Ctpanuua: 2

HcneiTanne

IMopnnnHoCTH

Cnennduxauns

Harpun nikocynndat (BIXX/nnonHas Matpuua)

CoOTBETCTBYET CTAHAAPTY

Hatpusa nuxocyasdar (TCX + BRXKX)

COOTBETCTBYET CTAHAAPTY

Hatpnsa 6enzoat (BIXKX)

CoOTBETCTBYET CTAHAAPTY

Hatpusa 6enzoar (TCX)

COOTBETCTBYET CTAHZAPTY

Pacmag AKTHBHOTO HHT PEAHEHTA
C-LA 401 NA (B2XX)

<=0,76 %
(3kBuBanenTHO 1,0% pacnaBluerocs HaTpus
nukocyibgaTa MOHOTHApaTa)

C-Oxkcnn (BIXX)

<=02%

(3xkBuBanenTHO 0,2% pacnaslLETOCA HATPUA

TIHKOCYJIb(aTa MOHOTHApPATa)
Jlio6oii Hecneunguyecknit mpoaykT pacnaaa (BIXX)

<=0,2%

Cymma npoaykros pacnaaa (BIXX)

<=14%

KoanudecTeeHRoe colepaaHue
Hatpusa nukocyasgata monoruapart (B3XX)

KoHcepBanTt

713,0—-788,0 mr/100,0 Mn

Hatpus Gensoat (BIXKX)

180,0 — 220,0 mr/100,0 Ma

O6beM coaepHMoro

PesynkTaTt

CooTBeTcTBYET

CooTBeTCTBYET

0,00

0.0

0,0

0,0

745,3

195,7

CooTBeTcTBYET

Ouenka

C
Tecr onywex
C

Tect omyuiex



Cep7. Ne: 19004429

HucthtyTo ge Aurenn C.PJI. Mpynnn 103/c- 50066

Perrenno (dnopenuns) - Hranua

[pouseoacTeeHHaA NHueHsua Ne: aM-136/2018 ot 07/11/2018
Cepmuduxar GMP: IT/233/H/2018

HucTutyTo e AHreaun

Ceprudukar aHaIM3a H COOTBETCTBUA

Ha3sanue NeKapcTEeHHOr0 I'YTTANAKC kanan ans npuema BHyTps 7,5 mrima 30 ma RU

cpeacTBa:

Cepun Ne: 932098B Ne ananuia: 19003964-2-1

ApTHRYST Ne; 464530 Jarta npouseogcrea:  24.06.2019

CepHs NPoMeKYTOMHOTO NPOAYKTA: 932098 Cpok roaHocTH: 0672022

BIX xon/ YnakoBo4uHBIH MaTepHan: dnakoH (NONHITHAEH HamneuaTtauo: 31.07.2019
BEICOKOH ILIIOTHOCTH)

TecTosas cneundrkanns Ne: 77338-p510a00301 Koa 3aka3ynka: 663610

IpomssoacTBeHHas cneunduKannn 77338 _p330ac0103

Ne:

PerucrpauvonHoe ceugerenscTeo Ne:  [1 NO15238/01
Crpanuua: 3

HenpiTanne Cﬁégnggnkagml Pes-ym,TaT Ouenka

Pasmep seimymennoit cepun (mr): 45135 - IPUMEYAHHUE: Homep HopMaTuBHOTO AOKyMeHTa: 1
NO015238/01-270110

OueHxka: CooTBeTCTBYET

3agBneHne o cepTHHHKALMH;

Hacroamum noxreep:xaarwo, 4To Bee 3Tanbl NPOM3BOACTBA AAHHON MAPTHH roToBoii NpoAyKUHK 6L1AH
npoBeaeHbI B NoAHOM cooTseTcTeHA ¢ GMP TpeGoannamu EU a Takke ¢ TpefoBaHHAMH MAPKeTHHIOBOIO
pa3pellieHNa CTPaHbl HAIHAYCHHA,

YrnonuoMoueHHoe nkuo:  Hucmuntymo de Anzenu c.p.
Keanuuyuposannsiii
compyounux Jp.cca
Haona Nuop
Hoonucs

Hara: 31.07.2019

Cepus niposepena (Otaen gapMauesTiHyeckoro seimycka): Dr. Marilena Fina [lara: 31.07.2019

ek ok **KOHeu oTyeTa¥k*kk



Corl No : 19004429

Istifito® S

De Angeil
- e
Isfituto Da Angell 8.r.L.-Loc, Prulli n. 103/c- 50068 Reggello (FT)taly
Manufachwing Authorization N°: s-138/2018 dated 671172018
GMP Certticats No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
BatchNo.:  932098B No. of Analysis : 18003964 - 2 - 1
Article No. : 464530 Date of Manufacture : 24.06.2019
Semifinished batch 932098 Expiry date: 08 /2022
BIX code/ Pack, Mat. : BOTTLE HDPE Printed on : 31.07.2018
Testing Spec. No. : 77338-p510200301 Customer code: 863610
Manufacturing Spec. No.:  77338-p330200103
Marketing Authorization No: PN015238/01
Page: 1
Test
Specification Resu Evaluation
Appearance
Cloar, colourlass 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 solutlon
Mot more opalescent than reference suspension | Conforms c
pH
45-52 51 ¢
Relative density
d(20/20)
1,148 - 1,168 1,164 c
Dose and uniformity of dose :
The weight of each doss should not deviate by more than ~ 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 theoretical walght of 10 doses. The dropping
speed does not exceed 2 drops per second.
Identification
Sodium picosulfate (HPLC/Diode Array )
Corresponding fo stendard Conforms Cc
Sodlum plcosulfate {TLC+HPLC)
Corresponding to standard TO
Sodium benzoate (HPLC)
Comesponding to standard Conforms c
Sodium benzoate (T.C)
Corresponding to standard TO




Corl. No : 19004429

istifiito e
@ ngell
Istituio Da Angeli 8.r.L.-Loc. Prufl n, 103/c- 50065 Reggelio (FI)-ttaly
Manufecturing Authortzation N°: ah-138/2018 dated 07/11/2018
GMP Cerlificatn No: [T/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
BatchNo.: 9320988 No. of Analysis : 19003964 - 2 - 1
Article No. : 484530 Date of Manufacture : 24.08.2019
Semifinished batch 932098 Expiry date; 06/ 2022
BIX code/ Pack, Mat. : BOTTLE HDPE Printed on : 31.07.2019
Testing Spec. No. : 77338-p510200301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330ac0103
Marketing Authorization No: PN015238/01
Page: 2
Test
8 lo Result Evaluation
Active ingredient decomposition
C-LA 401 NA (HPLC)
<=0,76% 0.00 c
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HPLC)
<=02% 0,0 C
(Equivalent to 0.2% degraded sodum picosufate
manohydrate)
Any unspecified degradation product (Hpic)
<02% 0,0 ¥
Total degradation products (HrLC)
<=14% 00 ¢
Assay
Sodlum picosulfate monohydrate (HPLC)
713,0 - 788,0 mg/100.0 ml 7453 c
Preservative content
Sodium benzoate (MPLC)
180,0 - 220,0 mg/100.0 m) 195,7 c
Volume of contents
Conforms c




Cert. No : 19004429

Istifuto®
De Angeli
-
Istitulo De Angei S..L.-Loc. Prul n. 103/c- 50066 Reggetio (FIHtaly
Manufacturing Authorization N°: aM-136/2018 dated 0711112018
GMP Certficats No: IT/233M12018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
Batch No.:  932098B _ o No. of Analysls : 19003964 - 2 - 1
Article No. : 464530 Date of Manufacture : 24.06.2018
Semifinished batch 932098 Expiry date: 06 / 2022
BIX codef Pack. Mat. : BOTTLE HDPE Printed on : 31.07.2019
Testing Spec. No. : 77338-p510a00301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/01
_Page: 3
Test
Specification Resu Evaluation

Batch quantity released {pcs) : 45135 - Note: Number of the Normative Document: P N015238/01-270110

Evaluation: Conforms

Certification statement:

| 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
destfnation country.

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.). Dr. Marilena Fina Date: 31.07.2019

wx End of Report =+*



