Cepr. Ne: 19006517

Hnctutyto ae Anreau C.PJL Ipynnu 103/c- 50066
Perremno (®@nopeHuus) — Utanus Hucrn ryTo e AHFCJIH

Jluuen3ua Ha npousBoactso Ne: aM-136/2018 ot 07/11/2018
GMP ceprudukar Ne: IT/233/H/2018

CepTudukaT aHa/IHM3a H COOTBETCTBHS

Ha3zBanmne nekapcTBeHHOro I'YTTAJIAKC 9KCITPECC 6 cynno3utopues 10 mr gns Poccnu
cpeacTBa:

Cepus Ne: 932909A Ne ananmsa: 19005756-2-1
ApTHKYJ Ne: 464218 Jarta mpousBoacrea:  11.10.2019
Cepus 932909 Cpok rogHocru: 10 /2024
BIX koa/ YnaxkoBouHbIii MaTepuat: AmomuHueBas poabra HameuaraHo: 14.11.2019
TecToBas cneuupuxanus Ne: 1015369-986R-01 Kopn 3akazuuxa: 724093
IIpon3BoacTBeHHas cnienpUKaLHs T061-10
Ne:
PerncrpaunonHoe ynocropepenne Ne: P N014230/01
Crpanuua: 1

HcnbiTanue Crneunduxauus PesyabTat OueHka
OnucaHue

bernble WM cilerka )KenToBaTbie TOpHeaoodpasHbie CootrBerctByer C

CYMNMO3UTOPUH, C INIaJKOH UM ClIerka MacisHUCTOH

MOBEPXHOCTBIO € YITy0O/leHUeM B OCHOBaHUH
Pacnagaemocts

<= 30 MuH 11 C

Pa3zmep wactuu
Mukpockon. uccnenoBasue (-)
He Gonee 5-u yactuu npesblmaonx 50 MkM U He CoorBerctByer C
6osee oxHO yacTULB! MpeBblLaoLeii 150 MkM B mone
3peHu
IMoanuaHOCTH
LA 96 A (bucaxomun)
Co0TBETCTBYET CTAHIAPTY CootserctByer C
IocTropoHHue npumecu
LA 96 A nonyadup (BIXKX)
<=1,3% 0,4 C
(3xBuBaneHTHO 1,5% pacnasuerocs LA 96 A)
Jlro6as HenneHTHGULMPOBaHHAS IPUMECD
(BOXX)
<=0,2% 0,0 C

CyMMa Bcex npumeceit
(BOXX)
<=1,8% 0,4 C

OnHOpoaHOCTb H03UpOBaHUs 1o coaepxaniio (Esp.d.)
LA 96 A (6bucaxoaun) 9,92 -
Cpennee 3HaueHue (AVG)

LA 96 A (6ucaxonun)
Makc.3Hauenue (MAX)

LA 96 A (6ucakonun) _
CrannaptHoe oTtkiioHeHue (STD)

LA 96 A (6bucakonun)
OTHocuTebHOE cTaHAapTHOE OoTKIoHeHHE (RSD)

LA 96 A (6ucakonun)



Cepr. Ne: 19006517

Hneruryto ne Anrenu C.P.JIL [pynnu 103/c- 50066

Perrenno (®Onopenuns) — Uranus
JInuensua Ha npoussoncTeo Ne: aM-136/2018 ot 07/11/2018
GMP ceprudurar Ne: 1T/233/H/2018

HHcTuTyTO Ne AHresu

Ceprudukar aHaIM3a M COOTBETCTBHSA

Ha3sBanue JiekapcTBEHHOr0

I'YTTAJIAKC 3KCITPECC 6 cynnosutopues 10 mr xis Poccuu

cpeacrea:
Cepusi Ne: 932909A Ne ananusa: 19005756-2-1
ApTukya Ne: 464218 Jdara npoussoacrea:  11.10.2019
Cepusn 932909 Cpok roaHocTu: 10/2024
BIX koa/ YnakoBo4HbIi MaTepuan: AmowmunueBas Gonsra Hanewatano: 14.11.2019
TecroBas cneundpuxauus No: 1015369-986R-01 Koa 3aka3uuka: 724093
HpoussoacTBeHHasn cneuuduKanms T 061-10
Ne:
Perucrpaunonnoe ynocrosepenne Ne: P N014230/01
CrpaHuua: 2
Hcnritaune Crneunduxauus Pesyaprar Ouenka
Mun.3HaueHue (MIN) 9,72 -
LA 96 A (6ucakommi)
10,15 10,23 C
9,89 9,86 9,72
9,86 9,85 9,86
9,92 9,86
KonuuectBeHHoe onpenenenue
LA 96 A (6ucakommun)
9,5 — 10,5 mr/cynnosuropuii 9,9 (8
O6uiee 4ne10 a3poGHBIX MUKPOOPraHH3MOB
<=1000 KOE/r 0 C
OG1ee YuCI0 APOKIKEBBIX H MJIECHEBLIX rPHGOB
<= 100 KOE/r 0 C

Pa3mep Boimymenno# cepuu (wr): 44399 - [puMeyanye: naHHas Cepus BhINYLIEHA TS CAEAYIOLIUX CTPaH:
Poccniickas @enepanus (Homep HopmaTuBHOTO NOKyMeHTa: 1 Ne014230/01-100908, BapuanT 1)

OureHka:

CooTBercTBYET

3asByeHue 0 cepTU(UKALIH:

Hacrosimum NMOATBEPIKAAI0, YTO BCe NPOU3BOACTBEHHbIE CTAAHU AAHHOI CE€PHH rOTOBOIO NMPOAYKTA ObLIH

PErHCTPALIHOHHOIO YI0CTOBEPEHHS CTPAHELI BBO3A.

VIOJHOMOYEHHOE JTULO:;
Hara:

Cepust nposepena (Otaen dapmauesTaueckoro Beimycka): Dr. Beatrice Nannini Jara

*****KOHCH oTyeTa***¥**




000 UCTMLITATENbHbLIA LLEHTP "¢APMOBEOPOHA"

UCIMbITATENBbHAA NABOPATOPUA

141074, r. Kopones, Mockosckas o6nacts, yn. Farapua, 46a, 8 (495) 511-01-10, www.farmoborona.ru, info@farmoborona.ru

Axkpeautayua Ne POCC RU.0001.219M40

CepTudmymp 8a B cooTBeTCTEuM ¢ FOCT P UCO 9001-2015 (ISO 9001:2015)
MpoTokon ucneitaHuii Ne 2701u ot 16.12.2019
1. OBBbeKT ucnbiranuii TNexapcTaeHHbIfi Npenapat
FyTranakc® 3kcnpecc cynnoanTopun pekTanbHbie 10 Mr 6 WTyK, yNnakosku
6e3bayeiikoBble KOHTYPHbIE (1), NAYKU KAPTOHHbIe
2. Cepun 932909A
3. FopeH po 10.2024
4. MpowussoguTens HaumeHosaHue WHcTutyT Ae AHrenu C.p.JT.

CrpaHa

WUranua

5. OcHoBaHue ans NPOBEAEHWA UCNIBITaHWA

3anska(Hanpaenenue) Ne02 or 11.12.2019

6. 3akasumnk HaumeHosaHue AQ "CaHodu Poccus”
Anpec 125009, Mocksa r, Teepckas yn, aom Ne 22
7. 0160 AxT ot6opa obpasLios
P pa opasl 02 or 11.12.2019
obpasuos (Homep u para or6opa)

Mecto ot60pa

1421853, Mockosckas obnacTs, r.o. [logoneck, AepesHa

Hosocenku, Tepputopus TexHonapka, a. 10, ctp. 1

HA Ha ot6op

npuvka3s PocaapasHaasopa ot 07.08.2015 r. Ne5539 "O6

KayecrTsa NeKapCTBEHHbIX CpeacTe Ans meauuuHCKoro

npumMeHeHns”

YTBEPXAEHWU NOPSAKA OCYLWECTBNEHUs BbIBOPOUHOrO KOHTPONA

8. MeToab! UCNbITAHWIA (HOPMATUBHBIA

AOKYMEHT)

MN14230/01-100908 (H] 42-6946-06), usm. Ne 1 - 5

9. Konuyectso obpasua, ynakoska v ee

2 yn. Be3 BHELWHUX NPU3HAKOB NOBPEXAEHUIA

COCTOAAHUE

10. flaTa noctynnexus obpasya

11.12.2019

11. [laTb! NPOBEAEHUA UCNbITAHUA

11.12.2019 - 16.12.2019

12. PesynbTaTh! MCnbITaHWA

Ne HaumeHosaHue 3HA4eHWUe XapaKTepUCTHK
n/n XapaKrepucTUK1 TpeGosaunua no HY PesynbTaTbl UCnbiTaHuit
1 | Onucaxve Benble Mnu cnerka xentosartb el Cnerka KentosaTble TopnegoobpasHuie

Topnefoo6pasHble
wnu  cnerka

yrnyGneHvueM B OCHOBaHU®

CynnoauTopum ¢ rnagkom

MacnsHuUcTon NOBEpPXHOCTbLIO [

cynnosuvopun c cnerka

NOBEPXHOCTbLIO C yrny6ne|-mem B OCHOBaHuUX

MacnsAHUCTOW

2 | Ynaxoska 6

donbru.

cynnosuTopues B

NPUMEHEHWIO B KAPTOHHYIO NaYKy.

cTpun us antoMUHUeBou

OpwuH cTpun c WHCTpYKUKnen no

6  cynnosutopues B CTpUN U3
aniomuHmeson conbrn. OauH cTpun ¢
MHCTPYKUMER No NPUMEHEHMIO B

KapTOHHYIO NayKy.

3 | Mapimposka Ha ctpune yKa3blBaloT: T opT r oB O e
HaumeHoBaHWe npenapara c
npeaynpeauTenbHOM MapKUpOBKOWM ® nocne
cnosa [lyTvranakc, [AO03WPOBKY, NeKapCTBEHHYIO
¢dopmy, cepusa  (C.), cpok rogHoctu (Cp.r.),

BoamoxHo

KOAOB.

«Cnabu

ANUKTOTp
YEPE3

crapwe

norotvn KOMNaHW NaTUHCKUM LUpMQ)TOM

(rpachudeckoe usobpaxeHue).

Ha  kapToHHOWM nayke  yKkasbiBaioT: TOoproeoe
HauMeHoBaH1e npenapara c
npegynpeauTenbHOR MapKUpoBKOW ® nocne

cnoea lyTTanakc,

cynnosutopues B

He npumeHsT npenapar exegHesHo 6e3

Hanunyue NPOU3BOACTBEHHbLIX

MHH, goauposxky,

TénvbHOE cpencteo», Konu4yecTtseo

ynakoske, TematTuyeckue
«AENCTBUE

«Bspocnbie [

aMMbl, nuKTorpamma
10-30 MUH»,

10ner - no

aetun

1.cynnosuTopuio B CyTKM.

Ha ctpune yKasaHo: Toprosoe

HauMeHoBaHue npenapara c
npeaynpeaMTENLHOR MapkupoBkoit ®
nocne cnoea yTTanakc, 4O3MPoBkKa,
nekapcTBeHHas cdopma, cepus (C.), cpok
roaHocTu (Cp.r.), norotun komnaHum
NaTUHCKUM LWPUPTOM

(rpadpuyeckoe naobpaxerue),

NpoU3BOACTBEHHbLIE KOAbI.

Ha kapToHHOW Nauke yka3aHo: TOprosoe
HaumeHoBaHue npenapara c

npeaynpeauTenbHon Mapkuposkoi ®

nocne cnosa lNyTranakc, MHH,
[03UpoBKa,
«CnaburenbHoe CpeacTeo», KONMYECTBo

CyNNo3nUTOPUEB B YNakoBKe,
TeMaTU4ECKNe NUKTOrpammsl,
nuktorpamma «[JEMCTBUE YEPE3 10-30

Mpotokon ucnbitanwid Ne 27011 ot 16.12.2019

Ctp. 1132



UCTbITATENbHAA NABOPATOPUA
000 UCNBITATESTbHbIA LIEHTP "®APMOEOPOHA"

141074, r. Kopones, Mockosckas o6nacts, yn. Marapua, 46a, 8 (495) 511-01-10, www.farmoborona.ru, info@farmoborona.ru

Akkpeautaums Ne POCC RU.0001.2100140
CepTuhryNpoBaHHaN CHCTEMA MEHEKMEHTA KaJecTaa B cooTeeTcTaum ¢ FOCT P WCO 9001-2015 (ISO 9001:2015)

KOHCynbTauun Bpada “n yctaHoBneHus

NPpUYUNHBI 3anopa 6onee 10 aHen.»,

«Cynnosntopun Fyrtanakc® Okcnpecc

BBOAUTCA B npamyo KWWKy 330CTPEHHLIM
KOHUOM Bnepea.», «fledicteue HacTynaet
npumepHo  4yepea 20mMmH (o1  10MuMH  pao 30
MUH). Fyrranakc® dkecnpecc cTUmMynupyet
©CTECTBEHHbLIA  Mpouecc  aBakyaynu B  HUKHUX
otaenax XKKT, yMeHbliaeT Bpems aBakyayuu
M pa3vsryaer  CTyn.», Ha3BaHue W  COAepkaHue

AedicTeylowero  sewecTtsa B 1 cynnoautopuu,

«PekTanbHo.»,  ycnoBus  xpaHeHus,  «XpaHuTb

B HEJOCTYNHOM  Ans  AeTell  MecTe»,  YCnosus

oTnycka, «MNepea npuMeHeHunem BHUMATEnNbHO

npoYyTuTe MHCTPYKLUMNION», HoMep
pPerucTpaymuoHHoOro

«BbICTPbLIN OOPEKT»,

yaocToBepeHUs,

HOMep cepuu, Aata

npoussBoacTsa,  rogeH [0,  HasBaHWe U CTpaHy
bupmbi-Bnagensya perucrtpayum 2] bUpMbI-
npoussoauTens, norortun bupmel, noroTun

KOMRARaHuUM NaTUHCKUM wpnpTom

(rpachudeckoe usoGpaxeHue ), WTPUX-KoA.
BoamoxHo

Hanuyune NMPON3BOACTBEHHBIX

kopos, 2D-koaa.

fononHuTtensbHo MoxeT 6biTh HaHeceHa
nudopmauus ans MOHUTOPUHIa  ABUXEHMUN
neKapcTBEeHHEB X npenapatos oT

NPOMU3BOQUTENS OO0 KOHEYHOro ﬂOTpeGMTeﬂﬁ.

MWH», «Bapocnble u aetu crapwe 10 net
- no 1 cynnosutopuio B cyTku. He
NPUMEHATL Npenapar exeaHeBHo 6e3
KOHCYNbTaLWKU Bpaya 1 yCTaHOBREHUS
npuunHe! 3anopa Gonee 10 aHew.»,
«CynnoauTopuii MNyTTanakc® Skcnpecc
BBOAMTCS B NPAMYIO KULIKY 320CTPEHHbLIM
KOHUOM Brepea.», «[eiicTene HacTynaeT
npuMepHo Yepes 20 MuH (o1 10 MuH ao 30
Mun). MyTTanakc® Skcnpecc cTumynupyet
€CTEeCTBEHHbI NPOLEce 3BaKyauuy B
HuKHUX oTgenax XKT, ymeHbluaeT Bpema
3BaKyauun 1 pasmsryaer cTyn.»,
HasBaHue 1 cogepxaHie felicTayiouero
Bewectsa B 1 cynnoautopum,
«PeKTanbHo.», ycnosus xpaHeHus,
«XpaHUTb B HEAOCTYNHOM ANs AeTei
MecTe», ycnosus otnycka, «Mepep
MPUMEHEHNEM BHUMATENTbHO NPOYTUTE
VHCTPYKLUMIO», HOMEP PErCTPALMOHHOO
yaocTosepehus, «BbICTPbI QOBEKT»,
HOMep cepuu, Aata NPOU3BOACTBA, roAeH
RO, Ha3BaHWe U CTpaHy
vpmbI-Bnagensua perucTpaunm u
UpMbI- NPOM3BOAUTENS, NOTOTUN
hUpMBI, NOrOTUN KOMNAHWK NATUHCKUM
wpudToMm (rpacmueckoe nsobpaxkeHue),
LUTPUX-KOA, NPOU3BOACTBEHHbIE KOfb.
"Mpachuueckoe n3obpaxeqHne"

COOTBETCTBYET.
4 | Cpok rogHocTH 5 ner CootsetcTByeT
3aknioueHue: MpepocraBneHHble ob6pasysl npenapara BhlAEepKuUBaOT McnbITaHnA TpeboBaHui HOpMaTUBHOro AOKYMeEHTa
MN14230/01-100908 (Hf, 42-6946-06), uam. Ne 1 -5 no NPOBEPEHHbLIM NOKA3aTENAM.
e ™\
OTBOTCTBOHHBIN UCHONHUTEND Cepmuduxar: 66db9edcc-2a00-1d7-3a20-209aa1a8500 WeaHosa UN.A.
Bnafenel;: Meanosa Mpuna Anexcanaposa
oficramTanes ¢ 11.02.2019 no 11.02.2020 J
Pyxosogurens fi
R Beprucuar: f0103853b-b0b7-351a-1780-94726497538 Crennosa U.B.
HenbITaTensHoii naGoparopun Braganey: Crentoea Mpua Briagumupoana
PRedicreurenen ¢ 11.02.2019 no 11.02.2020
C y,
MNpumeyanus:
1. [laHHLIA NPOTOKON MCNLITAHWIA KacaeTes TonbKo 06pa3LoB, NOABEPrHYTHIX 3TUM UCNBITAHUAM.
2. 3anpewaeTcn YaCTUHHOE MNM NOMHOE KONMPOBAHWE, NEePeneYaTKa NPOTOKONa 683 PAIPELIEHUS UCTILITATENLHOM naBopatopum.
3. UcneiTatensHas naBopatopus He HECET OTBETCTBEHHOCTL 3a vHopmaumio 3aKkasqmnka, ykasaHHylo 8 nni-8.
MpoTokon ucnbiranuii Ne 2701u ot 16.12.2019 Ctp.2us2



Cort. No : 19006517

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018

Istifuto ®
De Angeli
Q’ /

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU

Batch No.:  932909A No. of Analysis : 19005756 - 2 - 1
Article No. : 464218 Date of Manufacture : 11.10.2019
Semlfinished batch 932909 Expiry date; 1072024
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 14.11.2019
Testing Spec. No. : 1015369-986R-01 Customer code: 724093
Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01
Page: 1
Test
Specification Result Evaluation
Appearance
White or slightly yellowish torpedo-shaped suppositories Conforms c
with a smooth or slightly unctuous surface and a 'chimney'
in the base
Disintegration time
<= 30 min 1 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
ldentification
LA 96 A (Bisacodyl)
Corresponding to standard Conforms c
Active ingredient decomposition
LA 96 A semiester (HrLC)
<=13% 0,4 c
(Equivalent to 1.5% degradated LA 96 A)
Any unspecified degradation product
(HPLC)
<=0,2% 0,0
Sum of all degradation products
(HPLC) «Canodu Poccus»
<=18% 0,4 sanofi RussiadO




Cert. No : 19006517

Istifuto @
De Angeli
- e
Istituto De Angall S.r.L.-Loc. Prulll n. 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Authorization N°: al-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
Batch No.:  932909A No. of Analysis : 19005756 - 2 - 1
Atticle No. : 464218 Date of Manufacture : 11.10.2019
Semifinished batch 932909 Expiry date: 10/2024
BIX codef Pack, Mat. : FOIL (ALV) Printed on : 14.11.2019
Testing Spec. No. : 1015369-986R-01 Customer code: 724093
Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01
Page: 2
Test
Specification Result Evaluation
Content uniformity (Eur. Ph.)
LA 96 A (Bisacodyl)
9,92
(AVG)
LA 96 A (Bisacodyl)
10,23 =
(MAX)
LA 96 A (Bisacodyl)
0,15 -
(STD)
LA 96 A (Bisacodyl)
1,5
(RSD)
LA 96 A (Bisacodyl)
9,72 R
(MIN)
LA 96 A (Bisacodyl)
10,15 10,23 9,89 9,86 9,72 9,86 9,85 9,86 c
9,929,86
Assay
LA 96 A (Bisacodyl)
9,5 - 10,5 mg/supp 99

Total aerobic microbial count _
<= 1000 cfulg 0 Jull<Canodn pocyy,

Sanofj Rusm

Total combined yeast/moulds count
<= 100 cfulg 0




Cert. No : 19006517

Istifuto® <

De Angeli
-
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fi)-italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certficate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
Batch No.:  932909A No. of Analysis : 19005756 - 2 - 1
Article No. : 464218 Date of Manufacture : 11.10.2019
Semifinished batch 932909 Expiry date: 1072024
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 14.11.2019
Testing Spec. No. : 1015369-986R-01 Customer code: 724093
Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01
Page: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 44399 Note: The batch is released for the following countries: Russian Federation (Number of the
Normative Document: P N014230/01-100908, 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.
Istit Angelis.r.l.
Qualified Person: Qualifigd Person,
Date: br.ssa tozr; /
(s
Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini

™ End of Report ****




