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-
Istitio Oe Angell 8.r.L.-Loc, Prulll n. 103/c- 50088 Reggello {F)-Itaty
Manufacluring Authorization N*: aM-136/2018 datad 07/11/2018
GMP Cortificate No: IT/233M12018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
BatchNo.:  932920A No. of Analysis : 19005900 - 2 - 1
Article No. : 464218 Date of Manufacture : 18.10.2019
Semifinished batch 932920 Expiry date: 1072024
BIX codef Pack, Mat. FOIL (ALU) Printed on : 27.11.2019
Testing Spec. No. : 1015369-886R-01 Customer code: 724093
Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01
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Test
Specification Resuit Evaluation
Appearance
White or slightly yellowish torpedo-shaped suppositorles  Conforms c
with a smooth or slightly unctuous surface and a 'chimney’
in the base
Disintegration time
<= 30 min 9 c
Particles eize
Microacoplc 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
Identlfication
LA 96 A (Blsacodyl)
Cotresponding lo standard Canforms c

Active Ingredient decomposition
LA 96 A semlester (HPLC)
<=1,3% 04 C
{Equivalent to 1.5% degradated LA 86 A)

Any unspecified degradation product
{(HPLC)
<=02% 0,0 c

Sum of all degradation products

(HPLC)
<=18% 04




Carl. No : 18006773

Istifuto®
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Istiuto De Angell S.r.L.-Loc. Prulll n, 103/c- 50066 Reggelo (Fi)-aly
Manufacturing Authorization N*: aM-136/2018 dated 07/11/2018
GMP Certificats No: IT/233/H/2018

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU

Batch No.:  932920A ; _ No.ofAnalysis: 19005900 -2-1
Article No. : 464218 Date of Manufacture : 18.10.2019
Semifinished batch 932920 Expiry date: 1012024

BIX codef Pack. Mat. : FOIL (ALU) Printed on : 27.11.201¢
Testing Spec. No. : 1015369-986R-01 Customer code: 724093

Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01

I .. Poge:?
Test
Specification Result Evaluation
Content uniformity (Eur. Ph.)
LA 96 A (Bisacodyl)
9,80
(AVG)
LA 96 A (Bisacodyl)
8,95 .
(MAX)
LA 96 A (Bisacodyl)
0,11 .
(STD)
LA 96 A (Bisacodyl)
: 1,2
(RSD)
LA 96 A (Bisacodyl)
0,64 -
(MIN)
LA 96 A {Bisacodyl)
9,87 9,87 9,64 9,70 9,64 9,87 9,80 9,80 c
9,739,95
Assay
LA 96 A (Bisacadyl)
9,5- 10,5 mgfsupp 948
Total aerobic microbial count
<= 1000 cfw/g 0

Total combined yeast/moulds count
<= 100 cfulg 10




Cert. No : 18008772

istifuto® "
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Istuto De Angell S.r.L.-Loc. Prult n. 103/c- 50066 Reggelo (Fl)-italy
Manufaciuring Authorization N°: aM-136/2018 dated 07/11/2018
GMP Cerficate No: 1T/233M/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
BatchNo.:  932920A No. of Analysis: 19005900 - 2 - 1
Article No. : 464218 Date of Manufacture : 18.10.2019
Semifinished batch 932920 Expiry date: 1012024
BiX codef Pack. Mat. : FOIL (ALU) Printed on : 27.11.2019
Testing Spec. No. : 1015369-986R-01 Customer code: 724003
Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01
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Test
Specification Result Evaluation

Batch duantity released (pcé_) 43997 - Note: The balch is released for the fdilowing' countries: Russian Federation (Number of the
Normative Document; P NO14230/01-100908, var.1).

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,

isti geli-s.rl.
Qualified Person: lQual 64 € e
Date: Dr.ssa Paola-Giori

o uts

Batch Review (Pharmaceutical Release Dept.): Dr. Rogat Alessic

=+ End of Report







Cepr. Ne: 19006773

HuerutyTo ae Avrenn C.PJ1. IMpynnu 103/c- 50066
Perremno (Pnopenuma) ~ Uranus

JInuensnn ta nponssoncrso Ne: aM-136/2018 ot 07/11/2018
GMP ceptrdukar Ne: [T/233/H/2018

HucTHTYTO Ae AHre/H

Cepruduxar aHaIu3a ¥ COOTBETCTBHSA

Ha3zBsaHHe NeKapcTBEHHOrO T'YTTAJIAKC 3KCIIPECC 6 cynno3utopues 10 mr ana Poccun

Cepua No: 932920A Ne ananuza: 190(5900-2-1
ApTHKYN Ne: 464218 Jdata npoussoacTea:  18.10.2019
Cepuna 932920 Cpok roaHocTi: 10/2024
BIX xoa/ YnakoBo4HBIH MaTepHan: AmomuHneran gonsra  Haneuatano: 27.11.2019
Tectopan cnennduikauna Ne: 1015369-986R-01 Kon 3akazuuka: 724093
IMpoussoacTBenHan cneuHHKAUHA T 061-10
Ne:
PerucrpaunoHHoe ynocTorepenne Ne: P N014230/01
Crpanuna: |

HenwiTanue Crnenngpuikauua PesvawTaT Ouenka
Onucanue

Benble HAW CNerka XelToBaTbie TOpnenootpastoie Cooreetcteyer C

CYNIMO3UTOPHH, C MMAAKOH HITH CNErKa MACTAHHCTOR

MIOBEPXHOCTBIO C YIIyDNEHHEM B OCHOBAHUHK
Pacnanaemoctb

<= 30 MUH 9 C

Pasmep uacTun
Mukpockon. HccnenopaHue (-)

He Gonee 5-1 yacTHU npeBbIwalOIMHX 50 MKM H He CooteerctByer C
6onee oaHoli yacTHUB! npespiwaoWEi 150 MkM B none
3peHun
IToanuuHOCTE
LA 96 A (Gucakoaun)
CooTBeTCTBYET CTAHAAPTY CoorBerctByer C

IMocTopoHHHe NpHMECH
LA 96 A nonyapup (BIXKX)
<= 1,3% 0,4 C
(3kBuBaneHTHo 1,5% pacnaeweroca LA 96 A)
Jlto6as HeumeHTH(PHIHPOBAHHAA TIPHMECE

(BIXKX)
<= 0,2% 0,0 C
CyMma Beex npumeceit
(B3KX)
<= 1,8% 0.4 C
OaHopoaHocTh [03MpOBaHuA no conepxaHHio (Esp.@.)
LA 96 A (Gucakonun} 9,80 -
Cpennee 3nauenne (AVG)

LA 96 A (6bucakoann)
Make.3Hauerne (MAX) 9,95

LA 96 A (Bucakoaun)
Cradaaptaoe orknoHeHue {STD) 0,11

LA 96 A (Gucakoaun)
OTHocuTensHoe cTanaapTHoe oTiioHeHne (RSD) 1,2

LA 96 A (bucakoann)




Cepr. Ne: 19006773

HuctutyTo ae Anreny C.PJL Tlpyann 103/c- 50066
Perrenno (GnopeHums) — Htanus

JlvueHsHa Ha npow3soacreo Ne: aM-136/2018 or (7/11/2018
GMP ceprugukar Ne: [T/233/H/2018

HueTnTyTo e AHreH

CeprudHKaT aHAJIH32 H COOTBETCTBHSA

Ha3zsaHHe JeKapCTBEHHOI0 IF'YTTAJAKC DKCHPECC 6 cynnosnvopues 10 mr aas Pocenn

Cepun Ne: 932920A Ne ananuia: 19005900-2-1
ApTaKya Ne: 464218 JlaTa npoH3BOACTBA: 18.10.2019
Cepun 932920 Cpok roanocTtu: 10/2024
BIX koa/ ¥ nakoBouHblii MaTepHan: Amomununeran ponsra  HameuaTano: 27.11.2019
TecTosas cneanpuauna Ne: 1015369-986R-01 Kon 3aka3unka: 724093
MponseoacTBeHHAN CNeUHPHKALHA T 061-10

No:

PerucTpaumonsoe yxoctopepenne Ne: P N014230/01
Crpanunas 2

HcenbiTanne Crneunduranns PesyabTaT OneHka
Mun_sHadedne (MIN) 9,64 -
LA 96 A (Gucaxoaun)
9,879,877 964 C
9,70 9,64 9,87
9,90 9,80 9,73
9,95
KonuuecTBeHHOE onpeneneHue
LA 96 A (6bucakoaunn)
9,5 — 10,5 mr/cynnoiutopuit 9,8 C
O6mee deno a3polHbLIX MHKPOOPTraHH3IMOB
<= 1000 KOE/r 0 C

O6uwee HHCI0 JPONIKEBLIX H MIECHEBLIX rpubon
<= 100 KOE/T 10 C

PasMep BhinyweHHoH cepun (T.): 43997 - [puMeyaHde: AaHHaA CEPHA BBITYIIEHA LIS CAENYIOLUHX CTpaK:
Poccuiickan Beaepauns (HoMep HopmaTvBHoro nokymenta: [T Ne014230/01-100908, papuant 1)

OueHka: CooTBeTCTBYET

3asBnenne 0 cepTUPHKAUHK:

HacToRmuM NoATBepAaIo0, 4TO BCe NPOHIBOACTEEHHbIE CTAAHH AAHHOIl CePHH IOTOBOIO NPOAYKTA GbITH
npoBefeHbl B NOJHOM COOTBETCTBHH ¢ eBponeiicknmu Tpebosanuamin GMP u ¢ TpeGoBannsmn
perucTpalHoOHHOre YAOCTOBEPEHHA CTPAHLI BBO3A.

YnoAHOMOUYEHHOE IKLO: Hoonuce
Hara:

*ExEx Y oper| oTYeTa K ¥+ ¥




WCMbITATENTbHAA NNABOPATOPUA
000 UCTILITATENbHBIA LIEHTP "®APMOBOPOHA"

141074, r. Kop M yn, Carapuna, 488, B (495) 511-01-10, www.f ru, infodf: b ru
AsmpepuTayus Mo POCC RULD001.210N40
CepTudg cucTeMa a xka4acTa B cooTseTcTBHM ¢ FOCT P MCO 9001-2015 (150 9001:2015)

Mpotokon ucnbivanuii Ne 328um ot 11.02.2020

NekapcTeexueli npenapat

1. OBBBKT CNbITaHKA
Myrranakc® 3xcnpecc CynNno3WTOPWY pexTantHblie 10 Mr 6 wWiyk, ynakoskm
5a3bA4eNOBLIE KOHTYPHLIE (1), NaYKH KApPTOHHLIB

2. Copua 9329204

A. Mopsk AG 10.2024

4, NponseoauTens HaumeHoBaH1E WHeTWTYT fle Anrenu C.p .
Crpana Wranwa

5. OcHOBEHKE ANA NPOBEAEHHA HENBITEHWA Janexa{nanpaenaqne) Ne17 o1 10.02.2020

6. Jaxaaumx HaumeHoBaHWS AD "Canodn Poccun”
Aapec 125009, Mockea 1, Teapekan yn, gom Ne 22
7. OtGop Axt otbopa obpaayoe
ofipaston {HoMEp upna'ra or6opa} Net7 o7 10.02.2020
Mecro otBopa Mocxkoscxan obnacte, r.0. Mogonsck, gepeara Hosocenkw,
Teppuropua TexHonapea, . 10, c1p. 1
HJ Ha oTGop npuka3 Pocappaenapsopa ot 07.08.2015 r. Ne5538 "06

YTEEPXKGOHWA NOPAAKA OCYLLECTBNEHUA BLIBOPOYHOIO KOHTPONA
KAUECTEA NEKAPCTBEHHBIX CPEACTE ANA MEAWLMHCKOrO

NpHMAHEHUA"
MN14230/01-100908 (HA 42-6945-06), am. Ne 1 -5

8. MeToaw ncnuITaHWA (HOPMATHBHBLIA

[OKYMEHT)

9. Konw4ecteo obpaaua, ynakceka u ee 2 yn. Bea BHELIMKX NPUAHAKOR NOBPeMISHi

COCTORHWE

10.02.2020
10.02.2020 - 11.02.2020

10. flata noctynnenua obpaaya

11. [laThi NPOBEASHHA KCNBITAHWA

12. Pe3ynbTarThl CNLITAHKA

Ne HaumoHosaHue 3HAEYSHHS XaPaNTBPMCTHX

nn XAPAXTOPHOTHIN Tpetosasns no HI Peaynbars Hensmammi

1 | Onucaxwe Benwe MNM cnerka wxenrosatTwe| Cnerka XenrtopaTHe Topnepnocbpainsie
TOPR8AoOOPaIHIG CYNNOINTOPUM c rnagkoi| cynnoanTopun c cnerxa MBCRAHHCTOH

AWK cnerka MACNAHMCTOR NOBAPXHOCTLID C| NOBBPXHOCTbLID C yrnyﬁneuueu B OCHOBAHHH

yrayGnaHnem B OCHOBAHWK
2 | Ynaxosxs 6

CYNNOINTOPHEE &  CTPUN W3 anK | 6

CYNNOIVTOPKEE B CTPHN K3

Ponbry. Opnu cTpUn -1 WHCTRYKIMEH no| anioMuHueBoi Monbru. OfvH CTpUn ¢

MPHMEHEHUIO B KAPTOHHYIO NAYKY. WHCTPYHUMUEA NO NPHMEHBHUIO B KAPTOHHYIO

nauKy.
3 | Mapuasponra Ha crpune YKA3LIBAIOT. T opr o B o e Hacipune YKAIAHO: Toprosoe
HAUMBHOBAHWE npenapara c HAaWMEHOBAHHe npenapara [
NpeAYNpPeANTONLHOR MAPKUPOBKOH ® nocne| npeaynpeawTencHowR MAPKWPOBKOH 01 nocne
cnosa  TyTranakc, QOJIMPOBKY, TNE@KapCTBOHHYW| cnosa Fyrranaxc, ao3npoeka,
dopmy, cepun  (C.}, cpox rogwoctw  (Cp.r.),| nexapcteenwan copma, cepua (C.), cpok
NOTOTHN KOMNAHMN RATUHCKUM LWPHTOM FOAHOCTH {Cp.r.}. noroTAn KOMNAHWH
{rpacuuockos naobpaxerne), NaTHHCKWM LUpuhTOM
Boamowno HanWuKhe NPOK3IBOACTBOHHBIX| "rpacdniueckoe naoGpamxenne”
KOAOB. NPOUIBOACTEEHHDIB KOAbI.
Ha  xapToHHO#M Na4ke  yKkalueawT:. Toproeoe| Ha  xaproHHO#d navke  ykadsaWo: TOpProsoe
HAUMEHOBAHWE npenaparta c HaNMEHOBAHNE npenapara c
npeaynpeauTensHoR mapkupoBkod ®  nocne| npeaynpeaMTencHOW  mapkwpoekod & nocne
choea CyTTanarc, MHH, aoauposky, cnoea Myrranakc, MHH, goanpoaka,
«CnabutencHoe CpeACTRON, konu4ecteof «CnaGutenbHoe cpencreos, KONH4OCTEO
CYNNO3INTOPHER B YNAKOBKG, TEMaTH4eCKWe| CYNNOIMTopMes B8  YnakoBKe, TemaTw4eckue
nuETCrpammsl, nuKTOrpamMma «QEACTBWE| nukrorpammu, NUKTOrpaMmMa «AEWCTBWE
UEPES 10-30 MWUH», «Bapocnue " aeTH| YEPE3 10-30 MAH» «Bapocnuie n peru
crapwe 10neT - no  1cynnoauTopui B CYTKM.| cTapwe 10 ner ne 1 CYNNOIWTOPUIO ]
He  npumeHATs  npenapat  exejgHesHo  Gea| cyTkm He  npuMeMAaTe  npanapat  @XeaHeBHO
KOHGYNLTAUMM BpaYa W YCTAHOBNEHHR 503 KOHCYNLTALNN BPAYS W YCTAHOBNBHHA
MNpoTokon ucnbitannii Ne 328n or 11.02,2020 Ctp. 1132



UCNbITATENBHARA NABOPATOPUA
000 UCMBITATESbHbLIA UEHTP "APMOBOPOHA"

141074, r. Koponea, M

yn, Farap

46a, B (495) 511-01-10, www.fi b

ru, fodf borona.r

Axxpegntauma Ne POCC RU.D001.219M40

Caprid

kauecTas 8 caoTRATCTeMK ¢ FOCT P UCO 3001-2(H5 (IS0 9001:2015)

NEMYUHb sanopa Gones 10 giued »,

«CynnosuwTopui Fytrranaxe® J«cnpece

BBOAMTCRH =] NpAMY K KHLWKY AA0CTPEHHBIM

KOHUYOM anepen.», «fledicrene Hactrynaer

Ao 30
CTUMYAHpYST

npumepHo  wepea  20muH  (oT 10 MMk

MMH). Fytranaxc® Jxcnpecc

SCTECTBEHHbIR HHXHUX
HKT,

M paaMArdast

npouecc  2BAKyauMA B

oTaenax YMEBHLWAST BpEMA apakyaynu

CTYN », HA3IBAHWG " COfABpXaHUe

AedAcTeywowero eawectsa B 1 CYNNO3NWTOPUM,

«POKTANLHO B,  YCNOBWMA  XPAHOHWA, xXpaHuTh

Heted
NPHMEHBHHOM

B HEA0CTYNIHOM MOCTON,

«Nepea

Ana ycnoswa

OTNyCcKa, BHAMATENbHO

npoYyTnTe MHCTPYKUMHIO®, HoMap
pPerUCTPAYNOHHOTO
«BBICTPBIA ~ 3OOEKTs,

npOMIBOACTBA, fOAeH A0,
perucTpayun "
DUPME,
wpudprom

YAOCTOBOPOHURA,

HOMep  Cepud,  nava

HazBaHWe W CTPaHy
QHpPMBI-

noroTun

DHUpMBI-BRAAENLYA
APOWIBOANTENA, noroTHn
KOMNaHWH NAaTHHCKHM

{rpadnueckoe MaobpaxeHus ), WITPUX-KOA.

NPUYHHBI sanopa Gonee 10 aned.»,

«Cynnosntopui Fyrranakc® dxcnpece

BBOOKWTCA B NpAMYH KHLUKY J20CTPEeHHbBIM

¢[leiicTene
{or

KOHUOM  BRNEpSEa. %,
yepea

Fyrranaxc®

HacTynaeTr
Ao 30

CTHMYnupyer

NPUMEPHO 20 mun 10 MuH

MHH}. dxkcnpece
@CTOCTBOHHbIA npoyecc
KT,

palMrRr4aeT

aBaKkyayuu 8

HUMHNUX oTaenax YMOHbWAST BPeMA

Ipakyauun  w CTYN.»,  HAIBAHWE

W CoAapXaHUe neictaymmero BEWECTBA B

1 cynnoawtopuu, «PeKTaneHo.», yCNOBMA

«XpaHnTe -] HOAOCTYNHOM ARR

«Nepep

XpEHOHMA,

netel  MBCTe»,  YCNOBWA  OTNycka,

NpUMEHBHUEM BHUMATENLHO npoyTUTE
HOMBP
«BLICTPBIA

Aara

PErMCTPAYHOHHOTD
SOGEKT»,

NPoOM3BOACTRA,

WHCTPYKUNIDD,
YOOCTOBGPAHUA,
HOMEp rofeH
ao,
POFHGTPAUNN "
DUpMbI,
wpHpToMm

capui,

HAlBaHMe W cTpaHy  hUpMLI-Brapensuya
DUPMbI-

noroTnn

npowapoguTens,
norormn KOMNDaHWw

NATHHCKUM “rpaduyeckee

BOosmoxHO Hanuuue NPOM3IBOACTBEHHEIX| W30 6Gpamenne”, wTpUHXx-KoAa,
xopos, 20-xopa. NPOMIROACTBEHHBIE Konbl. “lpaduyeckose
AononHATeneHO MOXET [-T¥54Y nanecera| uaobpaxenus” cooTsETCTBYST,
MHBOpMayUA ANR MOHUTCPHHIA ABWKOHUA
NeKkapcTBOHHBX npenapavtop 0T
MPCU3BOANTENA A0 KOHEYHOIT noTpeSuTens.
4 | Cpox ragnocth 5 net COOTEETCTRYET
Jaxnwovenne: MpepocraengHhbie obpasusl npenapara BLIABPMUBAIT  UCMLITAHKA Tpebopanni HOPMATHBHOIO  AOKYM@HTA
MN14230/01-100908 (HI 42-6946-06}, nam. N¢ 1 - 5 no nposepeHHbM NOKAIATENAM.
~ ™
QOTeeTCTBEHHBIA MCOMHWUTAN 42755094221k Weanosa WA
Braganet Heanosa Kpvea Aneccenaposia
‘E"""'"""“ 29.01.2020 m0 29.01.2021 p,
SamecTuren h
pyYRoBCAMTENA
" Pagrmadusar: 5798 03 b se 44 0 56 ba 32 8962 74 Bobkosa C.10
HoTILTaTeNbHOH naGopaTopn Brasney; Gotoss Cearnans Hpuasha
Heflorasrmenss ¢ 22.05 2018 no 22.05.2020
o J
MpHMEMAHKA;

1. [laHHLf NPOTOKON WCNLITAHKA KACABTCA TONLKO COPAILOE, NOABEPTHYTEIX ITIM HCEITAHMAM.
2, 3aNpewaeTca YACTNHOA UK NOMHOS KONMPORAHNE, NENENBUATKE NPOTOKONS 583 PAIPELIBHWA HENLITATONLHOA ABGPATOPUA,
3. McnbiTaTensHas nabopaTopuA HE HOCET OTBBTCTBEHKOCTS 38 WHIHOPMaLMIO 3aKaIuKKa, yRasaHHYW 8 NN i-8.

NpoToxon nenwiTanuii Ne 328u ot 11.02.2020

Cwp 2wa 2



