AEKJIAPAITIASTI O COOTBETCTBUHA

AEKJTAPAHT, TIPHHUMAIOI U JEKJIAPAITHIO O COOTBETCTBUU
AO "Canogpu Poccus"

3apezucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, e. Mocxkea, yn. Tsepcxasn, 0. 22. Tenecpon:8 (495) 721-14-00

B nuye: I'enepanvnwiti oupexmop Adamsn H.B.

Hosepennoe auyo: Knokosa 10.C., dosepennocms 6/n om 01.12.2017

3AABJSIET, UYTO

Aexkapemeennoe cpedcmeo: I'ymmanaxe kanau 01 npuema GHYMPL 7.5 M2/Mma 15 ma, ghraron-kaneasnuyol
naacmuxosvie (1), nauxu kapmonnwvie, PY No IT N0O15238/01 om 02.10.2009 (Oama samenvr 01.08.2017) evioano
AO "Canoghu Poccus", cepus 8320054, napmus 95511 Yyharoeox, eoden oo 01.05.2021, npouszeodcmea
Hucmumym oe Anzeau C.PJIL, Hmanus, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, koo OKIIJ[2 21.20.10.115, xo0 TH B3/ 3004900002, konmparxm Ne 250/40056192/F-2 om
20.10.2010, ungoiic Ne 9085297872 om 09.07.2018

COOTBETCTBYET TPEBOBAHUSIM
1T N0I15238/01-270110 (H/] 42-8495-08 usm. Ne 1-4)

HEKJIAPAIIMSI TIPUHSTA HA OCHOBAHUU
npomoxon uchvimanui Ne 1977 0 om 17.07.2018 HJT OO0 HI] "®PAPMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC IT.®MOS.C18422 om 17.07.2018

JATA TIPHHSTTHS JIEKJAPAIIH 17.07.2018
ﬁ%‘KﬂAPAHHH JEUCTBUTENBHA JIO 01.05.202]
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CBEJEHUSI O PETUCTPALIAU

OPTAH IO CEPTU®HUKAIMH, 3APETMCTPUPOBABII Mt JEKJIAPAIIUIO

RA.RU.11PMOS8 OPTAH 10 CEPTH®HKALIHH ITPONYKI[HH OBI[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIST KAYECTBA "

adpec opeanusayuu: 115280, 2. Mocxksa, ya. Macmeprosa, 0. 4, om. 5, nom. I, xom. 1, adpec opzanda no
cepmugpurayuu: 115280, POCCHA, 20p0d Mockea, ya. Macmeprosa, 0. 4, om. 5., men.:(495)788-02-88, ee6-
caitm. oykx.pep.

COOTBETCTBHH 3APET' MCTPHPOBAHA N POCC IT. DOM08./107233
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Hucruryro ne Auremn C.P.JI. ITpynmm 103/c- 50066
Perremno (®nopennus) — Utams

CEPTHOHUKAT AHAJIM3A

I'VTTAJIAKC xanan aas npHEMa BHYTPL 7,5 Mr/ma 15 ma
Cepusi:  832005A

ITpouseenen: 09/05/2018

T'onen no: 05/2021
HJITTN015238/01-270110
ITOKA3ATEJIN HOPMBI PE3VYJIBTATHI
ancaHMe Mpo3pauHsilt pacteop, cnerka BA3KWH, OT 6ecuBeTHOro po | CooteercrByeT
2KENTOBATOMO MM CNETKA XEeNTOBATO-KOPUYHEBOTO LIBETA,
3anax Moyt HeolyTUMbI Cooteetcreyer
Liset pactsopa He Gonee nHTeHCHBHO CKpalueH, YeM pacTBop cpasHeHus B9 Cootsetcrayer
lMpospauHocTs pacreopa Onanecuexuus He Bonee, yem y CYCMEeH3un cpaBHeHus 1 CooTBetcrByeT
3HaveHue pH 45-~5,2 5.1
OTHocuTensHas nnoTHoCTL d(20/20) 1,148 - 1,168 1,164
[osa n ogHopoaHocTs A031POBaHUA Macca Kaxaoit 03b! He OMKHE OTIIORATLCS 6onee yem £10% | CooTeeTcTBYET
OT cpepHeit Maccel 10 f03. Obujas Macca 10 po3 He pomkHa
OTKNOHATLCA Bonee 4em +15% oT TeopeTuyeckol Maccs 10
03,
CkopocTb nageHus kanenb He fomkHa NpeBblWaTe 2 Kanau B
CeKyHay.
MNMoanuHHoCTL
- Hatpus nukocynbar (B2XX/anoaHas CootsetcrByer cranpapry CootBetcrByeT
Martpuua)
- Hatpua nukocynbdar (TCX + B3XX) CooTeetcrayer CraHpapty TecT onyweH
- Hatpus 6ensoar (BIXKX) CootBetcreyeT CTaHpapty CooTeetcrayer
- Hatpus Gexsoat (TCX) CootBeTtcTByeT CraHaapTy Tect onyuweH
Pacnap akTuBHoOro MHrpeavenTa
- C-LA 401 NA (B2XX) <=0,76% (3xeuBaneHTHo 1,0% pacnasiuerocs HaTpus 0,00
nuKkocynbata MoHorugpara)
- JTio6oi Hecneunduueckuii npoayxT <=0,2% 0,0
pacnapa (B3XX)
- CyMMa npoaykTos pacnaaa (B3XX) <=14% 0,0
KoHcepBaHT HaTpus 6eHsoat (B3XX) 180,0 - 220,0 mr/100,0 Mn 200,7
KonunyectseHHoe copepxanve HaTpus 713,0~- 788,0 Mr/100,0 mn 757,4
MUKOCynbhaTa MOHOrMapaT (B3XX)
O6nem cogepxumoro CooteetcrByeT cranpapty CooTsevcTByeT

Hacrosmum nonteepskaaro, uro BbIlIeYKasaHHas MHGOpMaLKs sBMsieTes JOCTOBEPHOI H NPaBUILHOM.
Jlannas cepus nexapereennoro CPEACTBA NPOU3BENICHA, BRIIOYAS YIAKOBKY H KOHTPO/Ib KAYECTBA, B YKazaHHOM

3apErHCTPHPOBAHHBIM B HMIIOPTHPYIOLIEH CTpake.

Oruetsl o npouseoncTse cepum, YNAKOBKE ¥ KOHTPOJIE Ka4eCTBa 6bl NPOBEpeHs! 1 TIPH3HAHBI
COOTBETCTBYIOLMMH Tpebosanusm GMP.,

JIrobbie oTKIOHEHNS GBITH OleHeH ] A0 BLITyCKa CepuH. JlaHHas cepus BBIMyIIEHA YIIONHOMOYEHHbIM JIHLOM.

Peurenue: Brimymmen 15/06/2018 Ynonnomouennoe nuuo: Dr. Marilena Fina
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Cert. No : 18003864

Istituto De Angeli S.r.L.-Loc. Prulll n. 103/c- 50086 Reggello (FI)-Italy
Manufacturing Authorization N°: aM-32/2016 del 02/03/2015
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Certificate of Analysis ang Conformance

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

Batch No.:  832005A No. of Analysis : 18002965 - 2 - 1
Article No. : 464529 Date of Manufacture : 09.05.2018
Semifinished batch 832005 Expiry date: 05 /2021
BIX codef Pack. Mat. : BOTTLE (HDPE) Printed on : 15.06.2018
Testing Spec. No, : 77338-p510a00301 Customer code: 663609
Manufacturing Spec. No. : 77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 1
Test
Specification Result Evaluation
Appearance
Clear, colourless 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 solutlon B9 Conforms c
Clarity of the solution
Not more opalescent than reference suspension | Conforms C
pH
45-52 5,1 C
Relative density
d(20/20)
1,148-1,168 1,164 c
Dase and uniformity of dose
The welght of each dose should not deviate by more than  Conforms C
- 10% from the average weight of 10 doses. The iotal
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
Sodium picosulfate (HPLC/ Diode Array )
Corresponding to standard Conforms c
Sodium picosulfate (1.c +HPLC)
Corresponding to standard
Sodium benzoate {HPLC)
Cormesponding to standard Conforms

Sodium benzoate (TLC)
Corresponding to standard
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Istituto De Angell S r.L.-Loc, Prulli n, 103/c- 50066 Reggello (F1}ltaly
Manufacturing Authorization N°: aM-32/2016 del 02/03/2016
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Certificate of Analysis and Conformance

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

BatchNo.:  832005A No. of Analysis : 18002965 - 2 - 1
Article No. : 464529 Date of Manufacture : 09.05.2018
Semifinished batch 832005 Expiry date: 05/2021
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on ; 15.08.2018
Testing Spec. No. : 77338-p510a00301 Customer code; 663609
Manufacturing Spec. No. : 77338-p330200103
Marketing Authorization No: PN 015238/01
Page: 2
Test
Specification Result Evaluation
Active ingredient decomposition
C-LA 401 NA (ML)
<=0,76 % 0,00 c
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (Hrc)
<=02% 00 c
(Equivalent to 0.2% degraded sodium picosulfate
monohydrate)
Any unspeclfied degradation product (HeLc)
<=02% 0,0 C
Total degradation products (HpLG)
<=14% 0,0 c
Assay
Sodium picosulfate monohydrate (HpLc)
713,0 - 788,0 mg/100.0 m! 7574 C
Preservative content
Sodium benzoate (HpLc)
180,0 - 220,0 mg/100.0 m! 2007 C
Volume of contents
Conforms C
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Istituto De Angeli S.r.L.-Loc. Prulli n, 103/c- 50066 Reggello {F1)-Italy
Manufacluring Authorization N°: aM-32/2016 del 02/03/2016

Certificate of Analysis and Conformance

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

Batch No.:  832005A No. of Analysis : 18002965 - 2 - 1
Article No. : 464529 Date of Manufacture : 09.05.2018
Semifinished batch 832005 Expiry date: 0572021

BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on ; 15.06.2018
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) : 95511

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,

ﬁi’zum{)e ngelisr
Qualified Person: 7 Qualif Araon 2
Date: ' DrssaPeolsGiori
|5 26 K
Batch Review (Pharmaceutical Release Dept.). Dr. Marilena Fina Date: 15.06.2018

***** End of Report *++




