Ceprt. Ne: 19006517

Huctutyro ne Anrenu C.P.JL [Mpynnu 103/c- 50066
Perrenno (®nopenums) — Uranus

Jluuensus Ha npoussoacTso Ne: aM-136/2018 ot 07/11/2018
GMP ceptudukar Ne: 1T/233/H/2018

HNucTuryro ne Anresin

Ceprudukar anaau3a 1 COOTBETCTBHS

Ha3sBaHue nexapcTBeHHOr0 I'YTTAJIAKC 9KCITPECC 6 cynnosutopues 10 mr s Poccuu

cpeacTBa:
Cepust Ne: 932910A Ne ananuza: 19005762-2-1
AptuxkyJj Ne: 464218 Jata npousBoacTa:  12.10.2019
Cepusn 932910 CpoK rogHocTH: 10/2024
BIX kon/ YnakoBo4HbIi MaTepHa: Amomunuesas ponsra HamewaTtano: 14.11.2019
TecroBas cneundpuxanus Ne: 1015369-986R-01 Kona 3akasuuka: 724093
IIpon3BoacTBeHHas cniennpuKanus T 061-10
Ne:
PerucrpaunonHoe ynocroBepenne Ne: P N014230/01
Crpanuna: 1
HcneiTanue Crnennduxauus PesyabTat Ouenka
Onucanue
Benble unu cnerka xxentoBatbie TOpIieg006pa3Hble CooTBeTCTBYET
CYMIO3UTOPUH, C INIAAKON WU Ccilerka MacjisHUCTOIM
HOBEPXHOCTHIO C YINyOJeHHEeM B OCHOBaHHU
Pacnanaemocts
<= 30 mMuH 12
Pa3mep yactui
Mukpockon. uccnenoBasue (-)
He Gonee 5-u yactun npeBbIIalOMMX 50 MKM U He CooTBETCTBYET
6onee onHOM yacTHLB NpeBbilatoLieii 150 MkM B TioJie
3peHHs
IMoanuHHOCTH
LA 96 A (bucakonun)
CooTBETCTBYET CTaHAAPTY CooTBeTcTBYET
INocTroponuue npumecu
LA 96 A nonya>¢up (BIXKX)
<=1,3% 0,4
(3xBuBaneHTHO 1,5% pacnaBiierocs LA 96 A)
JIro6as HeuaeHTHPULIMPOBAHHAS TIPUMECH
(BOXX)
<=0,2% 0,1
CymMa Bcex npumeceii
(BOXX)
<=1,8% 0,5
OnHOpoOHOCTH N03UpOBaHus 1o copepxanuto (Esp.d.)
LA 96 A (Oucaxomun) 9,86

Cpennee 3HaueHue (AVG)

LA 96 A (6bucaxomun)
Makc.3HaueHue (MAX)

LA 96 A (6bucaxonun)
CranpaptHoe oTkJioHeHHe (STD)

LA 96 A (6ucaxomun)
OTtHocuTenbHOE cTaHaapTHOE OTKIoHeHHe (RSD)

LA 96 A (6ucaxomui)




Cepr. Ne: 19006517

Hncrutyro ne Anrenu C.P.J1. Tpynmu 103/c- 50066
Perreano (Onopenuus) — Urtanus

Juuensus Ha npoussoactso Ne: aM-136/2018 ot 07/11/2018
GMP ceptudmkar Ne: 1T/233/H/2018

HucTuTyTO 1Ie AHrenu

Cepruduxar aHaIM3a M COOTBETCTBUS

Ha3sBaHue jiekapcTBEHHOro I'YTTAJIAKC 3KCIIPECC 6 cynnosutopues 10 mr s Poccuu
cpeacraa:

Cepus Ne: 932910A Ne anannza: 19005762-2-1
ApTuKyJ Ne: 464218 HJarta npomssoacTea:  12.10.2019
Cepus 932910 Cpok rogHocTH: 10/2024
BIX koa/ YnakoBouHbIii MaTepua: Amomunueas ¢oisra HaneuaTtano: 14.11.2019
TecroBas cneuupukauus Ne: 1015369-986R-01 Koz 3aka3zuuka: 724093
IpoussoacTBeHHas cieunduKanus T 061-10

Ne:

Peructpannontoe ynoctosepenne Ne: P N014230/01
Crpannna: 2

HcnbiTanue Cnenudunkanus PesyarsTaT Ouenka
MuH.3Hauenue (MIN) 9,63 -
LA 96 A (6ucakomun)
9,949,93 10,00 C
10,05 9,74
9,63 9,77 9,81
9,819,93
KoniiectBenHoe onpenenenne
LA 96 A (6ucakonun)
9,5 — 10,5 mr/cynnosutopuit 9,9 C
OGuwee YHC/10 2IPOGHBIX MHKPOOPTaHH3IMOB
<= 1000 KOE/r 0 €

OO1uee YHCII0 APOMIKEBBIX U TJIECHEBLIX FPHGOB
<=100 KOE/r 0 C

Pasmep BoinymienHo# cepun (wr.): 43987 - [puMeuanue: naHHas Cepws BbIMyLIEHA JUISl CIEAYIOLIUX CTPaH:
Poccuiickas ®enepauns (Homep HopmaTuBHOTO HoKyMeHTa: I1 Ne014230/01-100908, BapuanT 1)

OueHka: CooTBeTCcTBYET

3asBleHHe O cepTU(UKALIUH:

Hacrosiunm noarBepixaato, 4To Bee NPOM3BOACTBEHHbIE CTAANH AAHHOI CepUH roTOBOr0 NPOAYKTA GLLIH
ITpOBeIeHbI B NIOJIHOM COOTBETCTBHH ¢ eBponelickuMu TpeGoBanusmu GMP u ¢ jo""‘ S
PErncTpalHOHHOr0 YI0CTOBEPEHHS CTPAHbI BBO3A.

VnonHoMoueHHOE JIHLO:
Hara:

*****KOHCH oTyeTa*****




UCNbITATENBbHAA TABOPATOPUA
000 UCNBLITATENbHbLIA LIEHTP "®APMOBOPOHA"

141074, r. Kopones, Mockoeckas o6nactb, yn. Marapuna, 46a, 8 (495) 511-01-10, www.farmoborona.ru, info@farmoborona.ru
Axxpeputauma Ne POCC RU.0001.2101140

Ceptud cucrema Ta KauecTBa B CC Bum ¢ FOCT P UCO 9001-2015 (1ISO 9001:2015)
Mpotokon ucnbitaHuii Ne 27001 ot 16.12.2019
1. O6beKT UcnbITaHui NekapcTeerHbli Npenapar
FyTranakc® Jrcnpecc cynnosuTopuu pekTansHele 10 Mr 6 WTYK, ynakosku
GeabsvenkoBble KOHTYpHbie (1), Na4kv KapTOHHbIE
2. Cepus 932910A
3. lopeH go 10.2024
4. NpowussoauTtens HanmeHosanne WnctutyT ae Adrenn C.p.Jl.

CrpaHa

WUranua

5. OcHOBaHWe 4115 NPOBEAESHUS UCHIbITAHWI

3asska(HanpaeneHue) Ne02 ot 11.12.2019

6. 3akazuuk HavmeHoBanne AO "CaHodu Poccus”
Anpec 125009, Mocksa r, Teepckas yn, aom Ne 22
7. O160) Akt oT60pa obpa3uos
P pa oopadl 02 ot 11.12.2019
obpasuon (Homep n fata or6opa)

Mecto ot6opa

142153, Mockosckas obnacTb, r.o. Mogonsck, Aepeshs

HoBocenku, Tepputopusi TexHonapka, 4. 10, crp. 1

HA wa ot6op

NPUMEHEHUR"

npukas PocaapaBHapgaopa ot 07.08.2015 r. Ne5539 "O6
YTBEPXAEHWUW NOPsaKa OCYLECTBNEHUN BbIGOPOUHOTO KOHTPONSA

KayecTsa neKapcTBEHHbIX CPeAcTB AN MeAUUUHCKOro

8. MeTogabl UCNbITaHWIA (HOPMATUBHDLIN

[LOKYMEHT)

MN14230/01-100908 (HA 42-6946-06), uam.

Ne1-5

9. Konnuecteo obpasua, ynakoska u ee

COCTOsAHUE

2 yn. Be3 BHELWHUX NPU3HAKOB NOBPEXAEHUA

10. lata noctynnexus o6pasua

11.12.2019

11. flatel NpOBEAEHUA UCMLITAHUA

11.12.2019 - 16.12.2019

12. PesynbTaTb! MCNbITAHWIA

Ne HaumeHoBatine 3HaueHne XapaKkTepucTuk
n/n XapaKTepucTUku TpeGosanusa no H PeaynbTaTsi ucnbiTaHmii
1 | Onucanune Benwve mnu cnerka xentoBarTu el Cnerka xentosaThle Topnepoo6pasHbie
Topnepoo6pasHbie cynnosuTopun € rnagkoi| cynnosutopuwu c cnerka MacnsaHUcTon
MAU  cnerka  MacnaHUCTOW  NOBEPXHOCTbIO  C| MOBEPXHOCTLIO C YrNyGneHvweM B OCHOBaHUMA

yrnyGneHem B OCHOBaHUM

2 | YnakoBka 6 CynnoauTopueB B  CTpUN  u3  anioMWHWEBOl| 6 CynnosuTopnes B CTpun U3
¢donbrn.  OauH  CTpUN € MHCTPyKyweid  no| anomuHuesoi ¢onbr. OauH CTpUn ¢
NPUMEHEHUIO B KAPTOHHYIO Nauky. MHCTPYKUMEHA NO NPUMEHEHWUIO B

KapTOHHYIO NaYKy.

3 | MapimpoBka Ha ctpune yKa3blBaIOT: T O p r o B o el Hacrpune yKasaHo: TOprosoe
HauMeHOBaHWe Npenapara c HaumeHoBaH1e npenapara c
npeaynpeauTenbHoOM Mapkuposkoit  ®  nocne| npegynpeauTenbHO MapKMpoBKoil ®
cnosa [yTTanakc, [AO3WPOBKY, NeKapCTBEHHYI| nocre cnosa [yTTanakc, 403VpoBKa,
dopmy, cepus (C.), cpok rogHoctu (Cp.r.),

Ha

NOroTUN KOMNAHUN NaTUHCKUM WPUPTOM
(rpachuueckoe usobpaxenue).
BoamoxHo

KOAOB.

HauMeHoBaHWe
npeaynpeanTensHon
cnosa yTTanakc,

«CnabutenbHoe
cynnosutopues B
AUKTOrpamMmbl,
YEPE3
crapwe

He npumensTs npenapar exeaHesHo Gea

Hanunaune NPOU3IBOQRCTBEHHDLIX

KapTOHHOW  nayke  yKkasblBawT:  TOProsoe
npenapara c
MapkupoBkoi  ® nocne
MHH, poauposky,
cpeAcTBO», KONUYECcTBO
ynakoeke, TemaTtuyeckue
«AENCTBWE

«B3pocnble ]

nukTorpamma
10-30 MUH»,

10ner - no

aetn

1. cynnoautopuioc B CYTKM.

nekapcTeeHHas copma, cepus (C.), cpok
roaHoctu (Cp.r.), noroTun komnaHum
NaTUHCKUM WpndToM

(rpacdpmueckoe nsobpaxenue),

NPOU3BOACTBEHHbIE KOAbI.

Ha kapToHHol nauke ykasaHo: TOprosoe
HaymeHoBaHwe npenapata [

npeaynpeauTenbHOR MapkupoBkon ®

nocne cnosa 'yTtanakc, MHH,
[03UpOBKa,
«CnabutenbHoe cpeacTso», KONMMYECTBO

Cynno3auTopues B ynakoske,
TemaTuyeckme NUKTorpaMmbl,
nukTorpamma «QENCTBUE YEPES3 10-30

MNpotokon ucneiTaHui Ne 27001 ot 16.12.2019

Ctp.1us2



UCNbITATENbHAA TABOPATOPUSA
000 UCMLITATESNbHbLIN LLEHTP "®APMOBOPOHA"

141074, r. Kopones, Mockoackas o6nacTe, yn. Marapuka, 46a, 8 (495) 511-01-10, www.farmoborona.ru, info@farmoborona.ru

AxkpeauTayus Ne POCC RU.0001.219140

Cep e Met

Ta kayecTsa B cooteetcTeuu ¢ FOCT P UCO 9001-2015 (ISO 9001:2015)

KOHCYynbTaUUU Bpava [ ycraHoBneHus

APUYUHDBI 3anopa 6onee 10 pHew.»,

«CynnosuTtopunii Fyvranakc® Qkcnpecc

BBOAUTCSH B npamyio KWKy 320CTPEHHbIM

KOHUOM Bnepea.», «[leticTBue  HacTynaet

npumepHo  4epea 20muH (o1 10MuH  go 30

MWH). FyTranakc® Jkcnpecc cTuMynupyet

€CTeCTBEHHbIA  Mpouecc  3BaKyauuu B HUKHUX

otaenax  XKKT, ymeHbwaeT Bpems  3Bakyayuu

u pasmaryaert CTyn.», HassaHwe n coAaepxaHue

AeiicTeylowero  BewecTsa 8 1 cynnosautopuu,

«PekTanbHo.», ycnosus XpaHeHusn, «XpaHuTb

B HEAOCTYNHOM AN AeTeil  MecTe»,  ycnosus

otnycka, «Mepea  npumeHeHuemM  BHUMaTeNbHO

npouYyTunre MHCTPpYKLMUIOD, HOMep
perncTpaynmoHHOro
«BbICTPbI SPPEKT»,

npousesoacTBea, rogex Ao,

yAocTOoBEepeHUs,
HOoMep  cepuwm, para
HasBaHMe W CTpaHy
duUpmbI-

noroTun

dupmbl-BNnagensya perucrpauun n
$upmbl,

wpudpToMm

npoussogutens, norotun

KOMMmaHun nNaTWHCKUM

(rpacdhuueckoe usoBpaxeHue ), WTPUX-Kop,.

BoamoxHo Hannuue NMPOU3BOACTBEHHbIX

kopos, 2D-koaa.

AononHuTtensHo MoXxerT 6biTb HaHeCceHa

uHdopmauua  ans MOHUTOPUHTE  ABUXEHUSR

NeKapcCcTBEHHDb X npenaparTtosB oT

nponssoguTens 4o KOHEYHoro nmpe6men;|.

MWH», «B3pocnble u getu crapwe 10 net
- no 1 cynnosutopuio B cyTku. He
NpUMEHATL Npenapar exeAHeBHO 6e3
KOHCYMbTauuu Bpaya 1 ycTaHoBneHus
ApU4KHLI 3anopa Gonee 10 axedn.»,
«Cynnoautopuii MyTranakc® 3kcnpecc
BBOAUTCS B NPAMYIO KULLKY 320CTPEHHBLIM
KOHUOM Bnepea.», «[leiicTeue HacTynaeT
npumepHo Yepes 20 MuH (oT 10 muH go 30
MuH). MyTTanakc® Skcnpecc cTumynupyet
€CTECTBEHHbI NpoLece IBaKyauum B
HWkHUX oTAenax KT, ymeHbluaeT spems
3BaKyauum U pasmMaryaet cryn.»,
Ha3BaHWUe 1 coaepaHue AeCcTBYIOWEro
Beuectea 8 1 cynnoauropum,
«PexTanbHo.», yCNnoBus XpaHeHust,
«XpaHUTb B HEAOCTYNHOM Ans AeTed
MecTe», ycrious otnycka, «Mepeq
NPUMEHEHNEM BRUMATENBHO NPoYTUTE
WHCTPYKUMIO», HOMEP PEruCTPaLMOHHOro
yaocrosepenus, «BbICTPbI QODEKT»,
HOMep cepuu, aaTa NPoU3BOACTBA, FOAeH
D0, Ha3BaHWe u CTpaHy
(vpmbl-BRagensya peructpauun n
hupMbI- NpousBoauTENS, NOrOTHN
HUPMBI, NOrOTUN KOMNAHWKA NATUHCKUM
wpudptom (rpacpuieckoe usobpaxeHue),
LUTPUX-KOZ, NPOU3BOACTBEHHbBIE KOABL.
"Mpadpuueckoe nsobpaxeHue"

COOTBETCTBYET.
4 | Cpok rogHocTH 5 net CootsercTayer

3aknovetne: MpepocTasnenHbie o6pasubl npenapara BblAepXusatT nenbiTaHus Tpe6oBaHuii HOpMaTUBHOro AOKYMEHTa
MN14230/01-100908 (HA 42-6946-06), uam. N2 1 -5 no NpoBepeHHbIM NOKA3aTeNsM.
OTBETCTESHHBIN MCNONHUTENb Ceprudmxar: 66dbedee-2a00-1df7-3a20-209aa1a8500 Weanosa W.A.

Bnageney: Vearosa Wputa Anexcanpposwa

\&mﬂm ©11.02.2019 no 11.02.2020
Pyxosogutens

Ceprudmxar: 10103853b-b0b7-35fa- 1780-04726497528 Crentosa 11.B.
UcnbiTaTeNnbHOW naﬁopa'ropuu Bnageney; CrenHosa Wpuia Bnagumuposa

Peficteuranen c 11.02.2019 no 11.02.2020

\.
MNpumevanus:
1. [laHHbIA NPOTOKON WCTILITaHNI KACAETCH TOMbKO OBPA3L0., NOABEPrHYTLIX 3TUM UCMILITAHUSM.
2. 3anpewjaeTcs 4acTU4HOE WK MONHOe KONMPOBaHUE, NepeneyaTka NPoTokona 6e3 Pa3pelleHns UCTLITaTeNLHOI NAaBopaTopuy.
3. UcneitaTenbHasn naGopaTopus He HeceT OTBETCTBEHHOCTL 3a uHpopmaumio 3akasuuka, ykasaHHyio B nn1-8.

MNpotokon ucneitaruii Ne 2700m or 16.12.2019 Crp.2us 2



Cert. No : 13006521

Istifuto ®
De Angeli
@ .-
Istituto De Angetl S.r.L.-Loc. Prulll n, 103/c- 50066 Reggello (Fi)-taly
Manufacturing Authorization N°: aM-136/2018 dated 07/44/2018
GMP Certificats No: IT/233/H72018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
BatchNo.: 932910A No. of Analysis : 19005762 - 2 - 1
Article No. : 464218 Date of Manufacture : 12.10.2019
Semifinished batch 932910 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 12 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 (Blsacodyl)
Corresponding to standard Conforms c

Active ingredient decomposition
LA 96 A semlester (HPLC)
<=13% 04 c
(Equivalent to 1.5% degradated LA 96 A)

Any unspecified degradation product
(HPLC)
<=02% 0,1

Sum of all degradation products

{HPLC)
<=1,8% 05 gaf(«Canodpu Poccusgy

Sanofi Russia AO




Cert. No : 19006521

Istifuto &

De Angeli
2 AP
Istituto De Angeli S,r.L.-Loc. Prulfl n. 103/c- 50066 Reggello (FI)-italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2048
GMP Certificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
Batch No.:  932910A No. of Analysis : 19005762 - 2 - 1
Article No. ; 464218 Date of Manufacture : 12.10.2019
Semifinished batch 932010 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)
9,86
(AVG) !
LA 96 A (Bisacodyl)
10,05
{MAX)
LA 96 A (Bisacodyl) I
0,13 :
(D) |
LA 96 A (Bisacodyl)
1,3
(RSD)
LA 96 A (Bisacodyl)
9,63 5
(MIN)
LA 96 A (Bisacodyl)
9,94 9,93 10,00 10,05 9,74 9,63 9,77 9,81 C
9,81 9,93
Assay
LA 96 A (Bisacodyl)
9,5 - 10,5 mg/supp 99
Total aerobic microbial count
<= 1000 cfu/g 0

Total combined yeast/moulds count -
<= 100 cfu/g 0




Cert. No : 19006521

Istifuto ® >

De Angeli
< .
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50086 Reggello (Fl)-Italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Cerificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
BatchNo.:  932910A No. of Analysis : 19005762 - 2- 1
Article No. : 464218 Date of Manufacture : 12.10.2019
Semifinished batch 932910 Expiry date: 10/2024
BIX code/ 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: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 43987 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.

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini

**** End of Report ****




