AEKJIAPAIINSA O COOTBETCTBHUUAU

JEKJAPAHT, IPUHUMAFOII A JEKJIAPAITHIO O COOTBETCTBHHA

AO "Canogu Poccus”

3apezucmpuposano . Meacpaiionnas uncrexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocksa, yn. Teepcras, 0. 22, Teregpon:8 (495) 721-14-00

B auye: I'enepanvruiii oupexmop Adamsan H.B.

Losepennoe nuyo: Knoxoea FO.C., dosepeniocniv 6/1 om 01.12.2017

3AABJALET, UTO

aexapcmeenroe cpeocmeo. I ymmanaxe xanau dns npuema eHymps 7.5 sme/mn 15 ma, graron-kanessnuyor
mracmuxoevle (1), nauku kapmonnsie, PY Ne II N015238/01 om 02.10.2009 (dama savensr 01.08.2017) svidano
AQ "Canoghu Poccun", cepus 8311424, napmun 94679 ynaroeox, zoden oo 01.01.2021, npouzeodcmea
Huemumym 0e Anzenu C.PJL, Hmanus, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, koo OKTI[2 21.20.10.115, koo TH B3/ 3004900002, xonmparxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085283409 om 06.03.2018

COOTBETCTBYET TPEBOBAHUSIM

TTNQ15238/01-270110 (HI 42-8495-08 usm. Ne 1-4)

JAEKJAPAIIUA IPUHATA HA OCHOBAHHUHA

npomoron vereimanuti Ne 649 0 om 14.03.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam axrkpedumayuu
POCC RU.0001.21DJ/I40, Cepmuguram POCC 1T DMO8.C09360 om 14.03.2018
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CBEJEHHWA O PETUCTPAIIUN

OPI'AH ITO CEPTHOUKAIIHH, 3APETHCTPUPOBABIIUHA AEKJTAPAIIHIO
RA.RU.1I®MO8 OPIAH IIO CEPTHOHKAIIHH TITPOIYKIIHH OFHIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTRIO "OKPY)KHOM LHIEHTP KOHTPOJISI KAYECTBA",

aopec opzanuszayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, 2. Mockea, yn. Macmeproga, 0. 4, 5, men. ! (495)788-02-88, aeb-catim: oyxx.pp.

IlEKJIAPAI_[IfIH O COOTBETCTBHUH 3APETUCTPHPOBAHA N POCC IT.OM0O8. 194744

Hunenxo U.B.
Pykogoaurens OC
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Hucruryto ne Aureaun C.P.JL Tlpymmua 103/c- 50066
Perrenno (®nopenuys) — Uranus

CEPTHO®UKAT AHAMN3A

T'YTTAJIAKC kamnn jos npuiéma saytps 7,5 mr/m 15 ma
Cepnsi: 831142A

IIponspenen: 08/01/2018

l'onen no: 01/2021
HATINO15238/01-270110
TMTOKA3ATEJIN HOPMEI PE3VYIIBTATEHI
Omacanne MNpo3paudblit pacTteop, cnerka sa3kmit, oT OecusetHoro go | CooTeercTByeT
HEMTOBATOro WM CRENKa XENTOBATO-KOPUHHEBOro LIBETA.
3anax MoYTH Heoly TUMLIA CooteetcTBYET
l|peT pacteopa He 6onee MHTEHCUBHO OKpaLeH, YeM PacTBOp CpaBHEHMA BY CootBeTCrayer
Mpo3spaqHocTL pacTeopa OnanecuenHumst He Gonee, yeM y cycneHsun cpaBHeHus 1 CoorsercrByer
3naueHue pH 45-5,2 51
OTHocHTenkHas naoTHocTe d(20/20) 1,148 - 1,168 1,164
flosa v oaHOPOAHOCTE A03MPOBaHKMA Macca kaxpol Ao3st He AOMKHa OTKNOHATHCH Gonee deM CooTBercTBYET
+10% ot cpenHeit macce 10 go3. OBwaa mMacca 10 03 He
£LOMKHA OTKNOHATECH Gonee yeM +15% OT TeOpeTMYECKONH
Macew 10 pos.
CKOpOCTb NaZeHns Kanenb He AoMKHA npesbillaTe 2 Kanm
CeKyHAY.
{lognuHHOCTL
- Hatpua nukocynedat (B3XX/auogHas | Cootsetcrayer cTasfapry CocTBercryeT
MatTpuLa)
- Hatpus nukocynbgat (TCX + B3XKX) | Cooreetcrayer CraHfaapry TecT ornyiuen
- Hatpus 6enzoat (BIXX) CooTeeTCTBYET CraHpapTy CooTeercrayer
- HaTpug 6eHzoar (TCX) CoOTBETCTBYET CTaHAapty TecT onyuex
Pacnan akTMBHONO WHIpegueHTa
- C-LA 401 NA (BIXX) <=0,76% (axBnBaneHTHO 1,0% pacnaBlierocs HaTpus 0,00
nuKoCynedata MOHOTUAPaTa)
- Ioboit Hecneumduueckuin npoayKT <=0,2% 0,0
pacnapga (BIMX)
- Cymma npoaykTos pacnaga {BINX) <=14% 0,0
KoHcepeanT Hatpus Gensoar (BIXKX) 180,0 - 220,0 Mr/100,0 Mn 2016
KonuuecTsenHoe copepxaHue Hatpus 713,0- 788,0 mMr/100,0 Mn 756,3
nMKocynbpata MoHoruapat {BIXX)
Obvem cofepuMoro CooTeercTBYeT CTaHgapty CooTeeTCTRYET

Hacrosiuim nonteepsxaalo, 4ro BeIeyKa3aHHas HHPOPMALMS SRIAETCH JOCTOBEPHOH Y TPaBUABHOM.

Jlannas cepus 1eKapCTBEHHOTO CPENCTEA NPOH3BENEHA, BKIIOUAY YIAKOBKY ¥ KOHTPOJIL KA4ECTRA, B YKa3aHHOM
BbILIE MECTE B NIOJIHOM COOTBETCTBHH ¢ TpebokanmsaMu GMP MecTHOro pery/19TopHOro OpraHa i CielH(pHKatmM,
3apErHCTPHPOBAHHEIM B MMIOPTHPYIOLLEH cTpane,

OTyeTs1 0 RPOU3BOACTRE CEPHH, YTIAKOBKE M KOHTPOJIe KauyecTra GBIin IIPOBEPEHH! M IPH3HAHL]
COOTBETCTEYIOMIKMH TpeGoanuaM GMP,

JIrobsle oTKIIOHEHNS BbUTH OLIEHEHB! A0 BhiITycka cepu. anHan CEpPHst BBITYILEHA YNOTHOMOYEHHBIM NHIOM.

Peitenue: Bumymien 16/02/2018 Vronxomoyeruoe nuuo: Beatrice Nannini

AD «Canodu Poceuss < -~
Aapec: 123009, Mocksi yn. Teepekas. 22. Ten.: {495) 723-1400. Baxc; (495) 721-1411. www sagdofi}



Cert No: 18001095

kstituto Do Angelt Sr.L-Loc, Prul n, 103/0- 50056 Reggelio {Fi}Haly
Manufacturing Authorization N°: aM-32/2046 del D2/03/2018
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Certificate of Analysis and Conformance

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

Batch No.: 831142A No. of Analysls : 18000126 - 2- 1
Article No. : 464529 Date of Manufacture : 08.01.2018
Semifinished batch 831142 Expiry date: 0172021
BiX code/ Pack. Mat. : BOTTLE {HDPE) Printed on : 16.02.2018
Testing Spec. No. ; 77338-p510200301 Customer code: 663609
Manufacturing Spec. No.:  77338-p330200103
Marketing Authorization No: PN 015238/01
Page: 1.
Test
Specification Result Evaluation
Appearance '
Clear, colouriess to yellowish or slightly yellowish-brown,  Conforms c
slightly viscous sclution
Cdour
Almost imperceptible Conforms C
Colour of the solution
Not more intensely coloured than reference solution B9 Conforms C
Clarity of the solution
Not more opalescent than reference suspension { Conforms G
pH
45-52 51 C
Relative density
d{20/20)
1,148 - 1,168 1,164 C
Dose and uniformity of dose
‘The welght of each dose should not deviate by more than  Conforms C
+/- 1G% from the average weight of 10 doses. The fota!
welght of 10 doses should not deviate by more than +/-15%
from the theoretical weight of 10 doses. The drapplng
speed does not exceed 2 drops per second.
ldentification
Sodium plcosulfate (HpLC/ Diode Aray )
Corresponding to standard Conforms C

Sodium picosulfate (Tic+HpLC)
Corresponding to standard

Sodium benzoate (HrLe)
Corresponding to standard

Sodium henzoate (7.0)
Corresponding to standard

Conforms




Ceri No : 18001086

istifutc Do Angell S.r.L-Loc. Prui n, 103/0- 50086 Reggsllo [Fl-Haly
Manufacturing Authcrization N°; aM-32/2016 del 02/03/2016
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De Angeli
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Certificate of Analysis and Conformance

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

Batch No.:  831142A No. of Analysls : 18000126-2- 1
Article No, ; 464529 Date of Manufacture : 08.01.2018
Semifinished batch 831142 Expiry date: 0112024
BIX cods/ Pack, Mat. : BOTTLE (HDPE) Printed on ; 16.02.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663609
Manufacturing Spec. No. :  77338-p330200103
Marketing Authorization No: PN 015238/01
Page: 2
Test
Specification Resulf Evaluation
Active ingredient decomposition
C-LA 401 NA (Hrec)
<=0,78 % 0,00 C
{Equivalent to 1.0% degraded sodium picosuifate
monohydrate)
C-Gxide (HPLC)
<=0,2% a0 C
{Equivalent to 0.2% degraded sodium picosuifate
monchydrate)
Any unspecified degradation product (HrLc)
<=02% 4.0 c
Total degradation products (HpLo)
<=14% 0.0 c
Assay
Sodium picosulfate monohydrate (HrLc)
718,0- 768,0 mg/100.0 ml 7563 C
Preservative content
Sodium benzoate {Hric)
180,0 - 220,0 mg/100.0 ml 201,86 c
Volume of contents
Conforms C




Cert. No : 180010396
il
Istituto
De Angeli

istituto De Angafi S.rl..Lec. Prulli n, 103/c- 50066 Reggella (Fli-ialy
Manufaciusing Authorization N°: aM-32/2016 del 02/03/2016

Certificate of Analysis and Conformance

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

Batch No.:  831142A No. of Analysis : 18000126 - 2 - 1
Article No, 464529 Date of Manufacture : 08.01.2018
Semifinished batch 831142 Expiry date: 0172021

BIX code/ Pack. Mat. ; BOTTLE (HDPE) Printed on : 16.02.2018
Testing Spec. No. ; 77338-p510200301 Customer code: 663609

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

Page: 3

Test
Specification Result Evaluation

Batch quantity released (pcs) : 94679 Note: Number of the Normative Document: P NO15238/01-270110

Evaluation ; Conforms

Certification statement;

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in fuil
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. Beatrice Nannini Date: 16.02.2018

***** End of Report ***




