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NEKJIAPAITMSI O COOTBETCTBUH

JEKJAPAHT, IPHHUMAIOIINI JEKJTAPAIINIO O COOTBETCTBUH

AO "Canogu Poccun”

Ceedenusn 0 pezucmpayuu opzanuzayuu: Mexcpationnas uncnexyus QedepanvHoii Hanoz080i caysichvr Ne 46 no
2. Mocree 01.01.2008, OF'PH 1027739079940, oama npuceoenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvrviii oupexmop Monc O.A.

Hoeepennoe nuyo: Cmenaroe C.C., Oosepennocme 6/m om 01.12.2017

3AABJISIET, UTO

nexapcmeennoe cpedcmeo: I'ymmanaxc, xanau Ona npuema eHympe 7.5 me/mn 30 ma, raxor-xanessruys
mracmuxossie (1), nauxu kapmonnvie, PY No IT N015238/01 om 02.10.2009 (0ama 3amenst 01.08.2017) evidano
AOQ "Canogu Poccun", cepus 9318614, napmus 47059 ynaxosox, 200ex do 01.05.2022, npoussodcmea
Hucmumym e Anzenu C.PJI., Hmanun, Instituto De Angeli S.R.L., Loc. Prulli 103/C, 50066 Reggello, Firenze,
Iraly, ko0 OKII[2 21.20.10.115, ko0 TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085339650 om 09.07.2019

COOTBETCTBYET TPEBOBAHHSIM
II N015238/01-270110 (HI 42-8495-08 uam. Ne 1-4)

JEKJAPAIIUS ITIPUHSITA HA OCHOBAHHH
npomoxon ucnsimanui Ne 23280 om 23.07.2019 HJI OOC HI] "PAPMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC IT.dM08.C44742 om 23.07.2019

JATA-FPHHATUSA JEKJIAPAIMH 23.07.2019
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CBEJEHMS O PETUCTPALIIA

OPTAH 110 CEPTHOHKAITHH, 3SAPETHCTPHPOBABIIHI JEKJIAPAITHIO

RA.RU.11 ®M0O8 OPTAH 110 CEPTHO®HKALIMH ITPOJYVKIHH OFL[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, y1. Macmepkoea, 0. 4, am. 5., men..(495)788-02-88, seb-
caiim: oyrx.pg.

JAEKJIAPAITMSI O COOTBETCTBUH 3APETHUCTPUPOBAHA N POCC RU JJ-IT. ®M08.4.31046/19
JATA PETHUCTPALIHH 23.07.2019

ALIT
, Hunenxo U.B.

. noamvics Pykosoautens OC
cognmnipuKaiy




Cepr. Ne: 19003604

Hucturyto ne Anrenn C.P.JL. INpynnu 103/c- 50066
Perrenno (Gnopenuns) — Mranus HHcrut ) TO 1€ AHFeJlH

MponssoacTeeHnan miuenana Ne: aM-136/2018 ot 07/1172018
Ceprudukar GMP: IT/233/H/2018

Ceprudmkar ananusa n coorsercTBUS

HasBanue nekapcrBennoro  I'YTTAJIAKC kanam ans npiema BRYTpL 7,5 Mr/ma 30 ma RU
cpeacrea:

Cepnn Ne: 931861A Ne anannsa: 19003098-2-1

ApTiyn Ne: 464530 Jarta npon3poacTea:  23.05.2019

Cepna npoMexKyTOUHOTO NpoAyKTA: 931861 Cpox roanocrn; 0572022

BIX kon/ YnaxoBounsiii maTepuan: ®nakon (nomstnen  Haneuatano: 20.06.2019
BBLICOKO} NAOTHOCTH)

TecToBan cnemidukanys Ne: 77338-p510a00301 Koa 3axazuinka: 663610

IpomspoacreenHas cneunduxauta 77338_p330a00103

Ne:

Pernctpawnionnoe cennetensereo No: 11 N015238/01
Crpannua: 1

HcenbiTanne Creundnkams Pe3yarTat OueHka
Onuecanie

ITpospaunetif pacTBop, cnerka Baskul, ot GecuserHoro CootBeTcTBYET C
AQ KENTOBATOrO HAH CAETKA HENTOBATO-KOPHYHEBOTD

lBeTa.
3anax

Moyt HeouryTHMBIH CooteeTcTBYET C
Upeer pacreopa

He Gonee HHTEHCHBHO OkpalueH, eM pacTBop CootsercTBYeT C

cpaBHeRuA B9

TpospaunocTs pacTeopa

Onanecuennun xe Gosee, ueM y cycrneHsiun cpapHenma I  CooTeeTcrsyer C
pH
4,5-352 5,0 C
OTHOCHTENLHAA NACTHOCTD
d(20/20)
1,148 - 1,168 1,164 C

Jo3a 1 odHOpOAHOCTH NO3HPORRHNA
Macca kaxno# 20351 He HOMKHA OTKNOHATLCH Ha Gonee CooTReTCTBYET c
ues +10% or cpenveii maccei 10 g03. O6mas macca 10
Il03 He AOMKHA OTKNOHATECA Ha Gonee yem £15% ot
TeopeTHIeckoit Maccer 10 fos.
CKOpoCTh NaZieHNs xanens He AOMKHA NPEeBbITaTh 2
Karny B CEKyHOY.




Cepr. Ne: 19003604

HuetrtyTo ae Anrenn C.P.JL. Tipynnu 103/c- 50066

Perrenno (Propenuna) - Hranua

IMpowsoncTeennan nuuensia Ne: aM-136/2018 or 07/11/2018
Ceptudnikar GMP: 1T/233/H/2018

HucruryTo e Aurenn

Ceprudukar anaiH3a 1 cOOTBETCTBHS

HaspanHe nexapcTBeHHOTO T'YTTAJIAKC xanan Ans npaema BHYTpE 7,5 Mr/mu 30 mn RU

cpeacTea:
Cepna Ne: 931861A No avasmia: 19003098-2-1
ApTuxyn Ne: 464530 Hara nponssoacTea:  23.05.2019
Cepua npoMexyTOuHOro NpoayxTa: 931861 Cpox roaHocrn; 05/2022
BIX rkoa/ Ynaxosounsiii maTepuan: @uakoH (nonmstuner  Hamneuatano: 20.06.2019
BHICOKOH INoTHoOCTR)
TecToBan cneundgicaimina Ne: 77338-p510a00301 Kon zakazynka: 663610
HMpoussoacTBerHasn cneunGpuKaLnsg 77338_p330a00103
Ne:
Pernerpaunonnoe ceuperenserbo Ne: 1 N0O15238/01
Crpannuna: 2
Hcnrivanue Cnewndukanng Pesynetar Onenia
Moanuunocts
Harpus nnxocynedat (BIXX/nnoanas marpnua)
CoOTBETCTBYET CTAHAAPTY CooTBeTCTBYET c
Harpus nuxocynsdar (TCX + B2XX)
CooTBeTCTBYET CTaRAADPTY Tect onymen
HaTtpus 6ensoar (BIXKX)
CooTBETCTBYET cTAHAAPTY Coortsercyer C
Harpus Gensoar (TCX)
CoOTBETCTBYET CTAHIAPTY Tecr onymen
Pacnaj aKTHBHOrG HHIpeaHeHTa
C-LA 401 NA (BOXX)
==0,76 %
(axBuBanenTHO 1,0% pacnaBuerocs Hatpus 0,00 c
nexocyab(haTa MOHOTHAPATA)
C-Oxcnn (BIXX)
<={,2 % 0,0
(3xBuBanenTHo 0,2% pacnaBluerocs HaTpus
nHkocyabgaTa MOHOTHApATA)
Jhoboit necreungyecknii npoaykr pacnaaa {B3XX)
<=0,2% 0,0 C
Cymma nponyxroB pacnaga (B3XX)
<=1,4% 0,0 C
KonnuecTsennoe cogep:anne
Hatpua nuxocysnsgara moHorizapat (BIXX)
713,0- 788,0 Mr/100,0 mMn 759,2 C
Koncepsanr
Hatpns Gensoar (BIXKX)
180,0 - 220,0 Mr/100,0 mn 200,5 C
O6BeM cosepxHMOTO CootseTCTBYET C




Cepr. Ne: 19003604

Hucrutyro ne Anrenn C.P.J1. Tpynan 103/c- 50066
Perrenno (bnopenunn) — Hranua Huern ryTo A€ AnreJn

INponseoacTeesHan aAnteH3na Ne: aM-136/2018 ot 07/11/2018
Cepmudmikar GMP: IT/233/H2018

CepTuduxar aHanu3a u COOTBETCTBUSA

Hassauwue nexapcersendoro  T'YTTAJIAKC xanan ans npuema BHYTpb 7,5 Mr/ma 30 ma RU
cpencrBa:

Cepna Ne; 931861A Ne anannsa: 15003098-2-1

Apruxya Ne: 464530 Jata npoussoacrea:  23.05.2019

Cepns npoMeKyTOMHOr0 MPOAYKTa: 931861 Cpoxk roasocTn: 05 /2022

BIX rop/ ¥YnakoBounsiilt maTepuan: @rnaxon (nonstiner  Hanewarano: 20.06.2019
BBICOKOJi ILROTHOCTH)

Tecroean eneundnramusa No: 77338-p510a00301 Kon 3akasunka: 663610

IpoisoacTeeHHas cnenuguranng 77338_p330a00103

Ne:

Perucrpannontoe celjerenserso Ne;: 1 N015238/01
Crpannna: 3

HenviTanue Crneundnkauns PesyasTar Ouenka

_Pam'ep'sbmymeunoﬁ cepun (wr): 47059 - NIPIMEYAHHWE: HoMep HOpMaTHBHOTO HOKyMeHTa: I1
NO15238/01-270110

QOueHka: CootBeTcTBYET

3anBneHHe 0 cepTHHKALMH:

HacTonunum NoaTBEp:#AaI0, MTO Bee ITANTLI TPONIBOACTBA AaHHOI MapTIl roToBoii npoaykwa GbLa
NpoBeAeHbl B NOJHOM c00TBeTCTBHH ¢ GMP Tpefopanuamu EU a Takxe ¢ TpeGoBaHNAMI MADKETIIHIOBOTO
pa3pelueHis CTPaHbl HAZHAYEHNR,

VnonwomouenHoe nuuo:  Hucmumymo de Anzean c.p.
Keamihuuposcannsrii
compyonux Ap.cca
Haona Niop
Hodnuce

Hara: 20.06.2019

Cepua nposepeHa (Otaen papManeBTIHeckoro Beimycka): Dr. Beatrice Nannini ara: 20.06.2019

*****KOHCH OTHeTa*k*®¥



Cerl. No : 18003604

i
Istifuto ®
De Angeli
<
istiuto De Angell 8.rL.Loc, Pnill n. 103fc- 50066 Reggeflo (Fl)-Haly
Mantlachuing Autorization N°; aM-136/2018 dated 07111/2018
GMP Cerfficate No: IT/233H72018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
BatchNo.: 931861A No. of Analysls : 19003098 - 2 - 1
Article No. : 464530 Date of Manufacture : 23.05.2019
Semifinished batch 931881 Explry date: 0612022
BIX code/ Pack. Mat. : BOTTLE HDPE Prinfed on : 20.06.2019
Testing Spec. No. : 77338-p510200301 Customer code: 663610
Manufacturing Spec. No.;  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 1
Test
Spacification Result Evaluation
Appearance
Clear, colouriess to yellowish or slightly yellowish-brown, ~ Conforms Y
slightly viscous solution
Odour
Almost impercaptible Conlorms c
Colour of the solution _
Not more Intensely colourad than reference sclution B9 Conforms : c
Clarity of the solution
Not more opalescent than reference suspension | Conforms o
pH
45-52 5,0 ¢
Relative density
¢l{20/20)
1,148 - 1,168 1,184 c
Dose 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 lotel
weight of 10 doses should not deviate by more than +/-15%
from the theoretical welght of 10 doses. The dropping
speed does not excesd 2 drops per second.
Identification
Sodium plcosulfate ({HPLC/Diode Anay)
Comesponding to standard Conforms c
Sodium plcosulfate (TLC +HPLC)
Corresponding to standard _ 70

Sodium benzoate (HPLC)
Corresponding to standard Conforms

Sodium benzoate (1ic)
Colresponding to slandard




Cert. No : 19003604

Istifito ®
De Angell
B
Istiturto De Angeli S.r.L-Loc. Prulll n. 103/ 50066 Reggello (FI)-llaly
Manutecturing Authorization N'; aM-136/2018 datad 0711172018
GMP Cerfilcate No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 KL RU
Batch No.: 931861A No. of Analysis : 19003098 - 2- 1
Article No. : 464530 Date of Manufacture : 23.05.2019
Semlfinished batch 931861 Expiry date: 0512022
BIX codef Pack. Mat. : BOTTLE HDPE Printed on 20.06.2019
Testing Spec. No, : 77338-p510a00301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorlzation No: PN015238/01
Page: 2
Test -
Specificatlon Result Evaluation
Active Ingredlent decomposition
C-LA 401 NA (HpLe)
<=0,76 % 0,00 C
{Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxlde (HrLC)
<=02% 00 c
(Equivalent to 0.2% degraded sodium picosulfate
monohydrate)
Any unspecified degradation produgct (HpLC)
<=0,2% 0.0 c
Total degradation products (HPLC)
<=14% 0,0 C
Assay
Sodlum picosulfate monohydrate (HpLC)
713,0 - 788,0 mgf100.0 mi 759,2 C
Preservative content
Sodium benzoate (HPLC)
180,0 - 220,0 mg/100.0 ml 200,5 c
Volume of contents
Conforms ¢



Cert. No : 19003604

S
istifuto ®

De Angeli
e
Istituo De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggelo (Fl)-italy
Manufacturing Authorization N*; aM-136/2018 dated 07/11/2018
GMP Cerificate No: IT/233/H2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for perorat usage 7,5MG/ML 30 ML RU
BatchNo.:  931861A No. of Analysis : 19003098 - 2 - 1
Article No. : 464530 Date of Manufacture : 23.05.2019
Semifinished batch 931861 Expiry date: 0512022
BIX code/ Pack. Mat. BOTTLE HDPE Printed on : 20.06.2019
Testing Spec. No. : 77338-p510a00301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 47059 Note: Number of the Normative Document. P NO16238/01-270110

Evaluation : Conforms

Cerlification 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
destination country.

Qualified Person: Q“"“@B“ﬁ"& Pl

-

Is}iiule—f;}alx\r\)geii-s.r.l.
(

Date: " Pr.sso PagleGlori ¢
o 0618
Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 20.06.2019

** End of Report ***



