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Ceprudukar aHaau3a v COOTBETCTBUA

Hazsansue npoayxra:  FYTTAJJAKC 3KCNPECC 10 MI' 6 evnnozuropnes Pocenst

istifuto &
De Angell
b M

Cepus Ne: 432628A Ne amacinza: 24006066-2-1
Ap Ry Ne: 464220 Adara upoenssoacrsa: 19.11.2024
Cepnst noaydabpurara: 32628 Cpok roanocu: 10:2027

BIX koa/ ¥Hnakosounbii AOMHHECEN BOIbEE Jdara neuaru: 066.12.2024
Matepnan:

Tecrosan cnennduraminn Ne: VVQUALGS20472 1.0:-ND  Koa sakazunka: 863154
Mponisoacreennas VV-QUAL-0G778361 1.0

coeuHpHrannn Ne:
Percrpannonnoe yiocrosepenne MM-Ne (QG3R46) - (PT-RLD

Ne:
Crpannna: |
Heubiranne Cuenuduranns Pev.inrar Ouenka
Quucanune
Boitble HIIH CHCIKR JKCIFTOBATBIC TOPHA000PE3HbIC Coortsercisyer C
CYHOOSHTOPHH, ¢ MRAKOH MIEN CHCEKE MACISHHCTOH
HOBCPXHOCTBIO ¢ YEIY (IICHACM B OCHOBRHHR
Pacuagaesocrs
<= 30 mun 10 C
Paisep gacrun
Mukpockoll. neceansanme (-)
He Gonee 5-1 waernn apessunaomux S0 My o ae Coorserersyer C
Golee OANOMA HaCTHL HPeBbIWAoMCH 150 MKk B
HOIEC IPCHU
Noaunnocts
LA 96 A (bucaxoun) (BAX anoanas matpuua)
COOTBUTCTBYCT CTAHIAPTY Coorserersyer C
Pacnaa akTHBHOIO HEEPEINenta
LA 96 A noayypup (BHAX)
“=13% 0.3 C
(sxensanenTio 1,5 % pacnasmerocs LA 90 A)
PD 1204 (BKX)
<=(),2 % 0.0 C
(sxsusancnTHo 0,3% pacnaswerocs LA 96 A
PD 1205 (BAKX)
<= },2 % 0,0 C
(HxsusanentTHo 0,2 % pacnaswerocs LA 96 A
Jioboli necnennd Huecknid NPoAYKT pacnaaa
(BKX)
<=2 % 0,0 C
CysMa HpoayKIros paciaaa
(B2KX)
= 1R % (3 C
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Henbiranne Cuenuduranns Peav.ibrar QOuenka
Pacna) ak rHBHOLO HALPeen 1a
LA 96 A (BKX)
<=(,3 % 0,0 C

O,Jllﬂpﬂ,-lll(l(!'[’b AO3HPOBAHAR HO

COAePKAHHIO

(B2EX)
(STD) 1.8 -

(B2KX)
{AV) 43 R

(B2EX)
(AVG) 08,8 -

(B2KX)

00890408 R 101,3101,093K C
096,598,299,6 97,6
Ko.mueersennoe onpeaeienne
LA 96 A {bucaroau.a) (BXKX)
9,5 10,5 uricynnossropni 9,9 ¢

N[}lf{pl]ﬁi[ﬂﬁl() FHHECKAY YHCIOTA Fecrupyeren HepHoAntIecKH. - -
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Cepus Ne: 432628A Ne amacinza: 24006066-2-1
Ap Ry Ne: 464220 Adara upoenssoacrsa: 19.11.2024
Cepnst noaydabpurara: 432628 Cpok roanocu: 10:2027
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Henbiranne Cnepnurannyg Peav.ibrar

QOuenka

Passep erimymennodl cepun (wr.): 43437
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CUp'I'H(EJH KaUHOHHOU Bas BIICHHC]

Hacrosmny 0o reepailam, 4re Bee Yrabl HPOH3IBOAC B AANN0H IAP FHH FOIOBOH HPOAYKUHN (bt

nposeaenst B no.anoy coorserersun ¢ GMP rpebopanmvn EC, a rarake ¢ rpefoBanusiyu

Per'ncrpaunmmom yYAOCTOBEPEHHN CIPaHbl HAZHAMCIHLHA.

YHOIHOMOUMCHHOT TUL0: [stituto Do Angeli Sl
Y HONHOMOUCHHOL THUO
<OOAIHCES
Dr.ssa Paola Giori

Hara: 66.12.2024

Cepua nposepena (Oracr Gapsanesrinyccekoro seinycka): Dr. Rogai Alessio Hara: 06.12.2024

FEEFFopen oreTa TR EE



Istituto De Angeli Sr.L-Loc, Prulli n, [03/¢- 30066 Reggello (FI-Hranms
Perncrpaunonnoe yaocrosepenne Net aM-170:2022 or 13/12/2022
GMP cepr. Ne IT/239/12022

i
istifuto ®
De Angeli
e

NPUJIONKEHUE K CEPTUHOHKATY AHAJIU3A (conposoanrcibHoe uucmm)

HasBanue upogykra: Iyrranake® Dkenpece
Homep cepun: 432628A

GMID: 863154

Hata uponssoicrea: 19.11.2(24

Hara MeTeucHNS CPOKa IOAHOCTH: 10/2027

Homep PernerpanmnoHnoro yaocrosepenns B Poccun: JIT1-No(003846)-(P1-RU )
Homep HA: J11-Ne(003846)-(PI'-RU}-291123

YCIHOBHS XPAHCHUS: LIPH TEMIICPaType He Bblwe 25C

Cpok rogaoctu: 3 roga

Crpana nazHauchus: Pocens

Cepruipukar GMP EADC: GMP-EALEU-RU-G1352-2024

ADH HaumeHoBaHKC: bucakoau

ADM cepust: G500303

A®H HanmeHosanue npoussoanrest: KamOpeke Hpodapmake Munano C.p.Jl
A®H aapec npousBoacTBeHAOH 1wtowaaku: Via Curiel 34, 20067 Paullo {MI), Itaty

6 CYIILO3UTOPHEB B CTPHIL M3 &HKOMHHHEBOH 6 CYLINO3UTOPHECB B CTPHIL U3 IO MUHUCBOH
dosibrn. GARH CIPHIL ¢ HHCTPYRUMEH 10 dosbrn. IHH CTPUIL ¢ MHCTPY KUMEH 110
UPHMCHCHHIO B KPTOHHYK) NIAUKY. [IPHUMCHCHHK) B KAPTOHHYH) LAUKY.

B COOTBCTCTBHMU ¢ pasienonm 1.3.2 moaynst | coursereTByeT pasaeny 1.3.2 moayns |
PErHCTPHEUHOHHOIG JOChE. PErHCTPHUHOHHOLO JA0ChE.

H‘dC'['O}ILL[MI\-‘{ SUNOITBERR AR, YT0 NPUBEICHHAS BbILIC HH(iJUpMEiLU/l}] SEBJISICTCH Ilp‘dBj_lHB(}ﬁ H TOYHORM.
ﬂ,ﬂl—lﬂﬂﬂ NEPTHS Npenapara Dbiid H3IOTOBJICHA (BKJIK)‘iﬂ}I YIIAKOBKY (Mﬁpl\'lfip()ﬁl\'y} H KOHTPO/IL KauC TR}
Hd BBILUCY KAZEHHOM INPCIHPHATHH B 1ILGJIHOM COOTBETCTBHH C TpCGOBﬂHMHMH H'ci,L{JICH(ElLL[CH

MNpon3 BU,-'J;C'I'BCHHOH [PAKTHKH EB}'}‘d'Slrll:’ICKOIU AKOHOMHYCCKOGID COHO3E H '1'pCﬁOBElHH5IJ\-iH KOHTPOJIH
KAMECTBY JICKAPCTBCHHBIX CPCACTB, @ TAKHE B COOTBETCIBHH CO CIICLLH[;)HK&!L[HHMH._ COACPIKULLEUMUCS B
PCIHCTRAUHOHHOM Z0OCHS CTPREHBI-UMILOPTEDRA. ,E[HHHbIC O HPOH3BOACTBE, YIIAKOBKE H dHAJIU3C ObLiIH
NPOAHAIHIHPOBAHL] H NPHIHAHBLI COGTBLCTCTBY KM MH 'l'pGGUBEIle[HM l.lpﬁBldJI HEJICKALLLCH
IlpOHTEB('),T_lC'l'BCHHOﬁ HPEKTHKH EBptl'.iHﬁCKOl"O AKOHOMHYCCKOI'O COKY34.

logumes/qara; 06.12.2024

Wms: Dr. Paola Gion

JOMKHOCTD! YIIOIHOMOUYCHHOC HMIO Muceruryro ae Anrenn Copuar.



Cert. No : 24006850

istiluto De Angeli SrL-Loc. Prulli n. 103/c- 50066 Reggello (FI)-taly
anufacturing Authorization N°: aM-170/2022 dated 13/12/2022
GMP Cerlificate Ne: [T/239/H7/2022

istituto
De Angeli

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 10 MG 6 SUP RU

Batch No.:  432628A

No. of Analysis :

24006066 - 2 - 1

Atticle No. : 484220 Date of Manufacture : 19.11.2024
Semifinished batch 432628 Expiry date: 1072027
BIX codef Pack. Mat. : ALU/PE FOIL Printed on : 06.12.2024
Testing Spec. No. : VVQUALD520472 1,0+ND Customer code: 863154
Manufacturing Spec. No.:  VV-QUAL-0778361 1.0
Marketing Authorization No: LP-N{003846)-(RG-RU)
. e Page: 1
Test
Specification Result Evaluation
Appearance
White or sfightly yellowish torpedo-shaped suppositories Conforms C
with a smooth or sfightly unctuous surface and a 'chimney'
in the base
Disintegration fime
<= 30 min 10 C
Particles size
Microscopic examination (-)
Not more than 5 particles greater than 50 micron andnot ~ Conforms c
more than 1 particle greater than 150 micron per field of
view
Identification
LA 96 A (Bisacodyl) {UHPLCI UV dicde
array )
Corresponding to standard Conforms C
Active ingredient decomposition
LA 96 A semi-ester (uHPLC)
<=13% 03 C
{(Equivalent to 1.5% degradated LA 96 A)
PD 1204 (unrLC)
<=0,2% 0,0 c
{(Eguivaient to 0.3% degradated LA 96 A)
PD 1205 (UHPLG)
<=0,2% 0,0 G
{Equivalent to 0.2% degradated LA 96 A)
Any unspecified degradation product
(UHPLC)
<=0,2% 0,0 C
Total degradation products
{UHPLC )
<=18% 0.3 c



Cert. No : 24006650

istifuto @™
De Angeli
e ,g.w/

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello {F1}-ltaly
Manufacturing Aulherization N aM-170/2022 dated 13/12/2022
GMP Certificate No: [T/239/H/2022

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 10 MG 6 SUP RU

Batch No.:  432628A _ No.of Analysis : 24006066 - 2 - 1
Article No, : 464220 Date of Manufacture : 19.11.2024
Semifinished batch 432628 Expiry date: 1072027

BIX code/ Pack, Mat, : ALU/PE FOIL Printed on : 06.12.2024
Testing Spec. No. ! VVQUAL(520472 1.0+ND Customer code; 863154

Manufacturing Spec. No.:  VV-QUAL-0778361 1.0
Marketing Authorization No: LP-N(003846)-(RG-RU}

s e . Page: 2
Test
Specification Result Evaluation
Active ingredient decomposition
LA 96 (UHPLC)
<=0,3% 0.0 C

Uniformity of dosage units

{UHPLC }
1.8 .
(STD)
{UHPLC)
43 -
{Av)
{ UHPLC)
988
(AVG)
{URPLC)
99,8994988101,31010958965982 C
99,6 97.6
Assay
LA 96 A {Bisacodyl) (uHpPLC)
9,5 - 10,5 mg/supp 9,9 C

Microbiological purity tested periodically



Lerl. NQ | ZauUant

Istitute De Angeli S.r.L.-Loc. Prullin. 103/¢- 50066 Raggello {F1)-Italy
Manufacturing Authorizalion N°: ah-170f2022 dated 13112/2022
GMP Certificate No: IT/239/H/2022

Istifuto ®
De Ang el

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 10 MG 6 SUP RU

Batch No.:  432628A No. of Analysis : 24006066 - 2 - 1
Article No. : 464220 Date of Manufacture : 19.11.2024
Semifinished batch 432628 Expiry date: 10172027
BIX code/ Pack. Mat. : ALU/PE FOIL Printed on : 06.12.2024
Testing Spec. No. : YVQUALO520472 1.0+ND Customer code: 863154
Manufacturing Spec. No. 1 VV-QUAL-0778361 1.0
Marketing Authorization No: LP-N{003846)-(RG-RU)
| . _ . _Page:3 _
Test

Specification Result Evaluation
Batch quantity released (pcs) : 43437
Evaluation : Conforms

Certification st:ai;hent:

| 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.

Istituto-Be.
e Quahf

Qualified Person:

Date:

Batch Review (Pharmaceutical Release Dept.). Dr.

Rogai Alessio

ngelisrl - - .
”Pe son

Dr ssa @aofa G;on

ek End Of Report Kbk

Date: 06.12.2024



Internak

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product name: Guttalax® Express, ractal suppositories, 10 mg, 6x1
Batch number: 432628A

GMID: B&63154

Manufacturing date: 19.11.2024

Expiry date: 10/2027

Reference number to MA registered in Russia: LP-N{003846)-(RG-RU)
ND number: LP-N{003846)-(RG-RU}-291123

Storage condition: Keep at a temperature not exceeding 25°C.
Shelf-fife: 3 years

Importing country: Russia

EAEU GMP Certificate; GMP-EAEU-RU-01352-2024

API name: Bysacodyl

API batch number; 0500303

API manufacturer: Cambrex Profarmace Milano

APT manufacturer ‘s address: Via Curiel 34, 20067 Paullo (MI), Italy

L Test Specification Result _|
Packaging 6 suppositories in aluminium foil strip. | & suppositories in aluminium foil
One strip with the instructions for use in a | strip. One strip  with the
cardbeard pack. instructions for use in a cardboard
B pack. _
Labelling In accardance with section 1.3.2 of | In accordance with section 1.3.20
module 1 of the registration dossier of the | module 1 of the registration
medicinal product. dossier of the medicinal product,

1 hereby certify that the above information is true and accurate. This batch of product has been
manufactured (including packaging (labelling) and quality control} at the above-mentioned site in full
compliance with the requirements of the Eurasian Economic Union Geod Manufacturing Practice and with
the requirements of quality control of medicinal products, and in accordance with the specifications,
contained in the importing country registration dossier. The manufacturing, packaging and analysis
records have been reviewed and found to be in compliance with the Eurasian Economic Union Good
Manufacturing Practices Regulations.

H

Signature / Date: 06.12.2024 _i;_ﬁt’tig(’ De Angeli s.r.l
Printed name: Dr. Paola Giori D Ua""eﬂﬁ?}iofl: ,
Title: Qualified Person Istituto de Angeli S.r.l. Dr.ssa Paola Giori

IR RN

R TR



