Cepr. Ne: 19006274

MnerirryTo ze Anrean C.P.J1. Tpynnit 103/c- 50066
Perrenno (®nopeHuis) - Mranis

Tiuensis Ha nponsoacTso No: aM-136/2018 o1 07/11/2018
GMP cepradukat Nt 1T/233/H/2018

MHCTUTYTO Nie AHTEIH

CepruduKaT aHAIH3A H COOTBETCTBHA

Ha3sauue neKapcTBeHHOTO IYTTAJIAKC 9KCINPECC 6 cynno3nTopies 10 mr gns Poccunt
cpeacTsa:

Cepna Ne: GAZOD6A e Ne ananusa; 19005719-2-1
ApTukya Ne: 464218 JlaTa npon3soacTea; 09.10.2019
Cepus 932906 Cpok roanocTi: 10 /2024
BIX kon/ YnakoBo4ublii MaTepHan: Antomunuesas ponbra  HaneuaTano: 05.11.2019
Tecrosan cneunduxaunn Ne: 1015369-986R-01 Koa 3aKajunKa: 724093
TIpo3IBOACTBEHHAR CITEIHPHKALNS TO061-10

Ne:

Perncrpaunontoe yaocrosepenie Ne: P NO014230/01
Crpannua: 1

Heneiranie Crieyudurauns PesyabTaT Ouenka
Onucanue
Benble HAH CErKa :KenToBaThie ropne1oobpazqbie Coorsercteyer €

CYNNO3HTOPHH, C TNAAKOH UAK CrieTKa MacaAHUCTOH
NOBEPXHOCTBIO € YrYONEHHEM B OCHOBAHHH

PacnanaemocTh
< 30 MHH 12 C

Pazmep 4acTHl
MHKPOCKOI. HCCNEAOBAHNE (-)
He Gonee S-u wacTHiE NpeBbIAoWMX 50 MKM 1 He Coorsercteyer  C
Gonee oAHOM YACTHUL! NPEBbILIALOLIEH 150 Mxm B one
3peHUs
[MToANHHHOCTD
LA 96 A (6ucakonui)
CoOoTBETCTBYET CTAHAAPTY Cootsercteyer  C
[MocTOpOHHYE NpHMECH
LA 96 A nonyadup (BIXX)
<=1,3% 04 C
(3KBHMBANEHTHO 1,5% pacnapuierocs LA 96 A)
Tho6as HenaeHTHdHUMPOBAHHAA NPHMECE

(BIXX)
<= 0,2% 0,0 &
CymMa Beex npHMmeced
(BOXX)
<=1,8% 0,4 8
QnHOPOAHOCTb AO3HPOBAHKA TO coflepXaHuKo (Epp.®@.)
LA 96 A (Gucakoaun) 9,88 -
Cpennee 3nauenye (AVG)
LA 96 A (6ncakonun)
Makc.3uauenne (MAX) 10,05
LA 96 A (6ucakoaun)
CranpaprHoe oTknokeHue (STD) 0,12
LA 96 A (6ucakoaun)
OTHOCHTE/bHOE CTAHAAPTHOE OTKIOHEHHE (RSD) 1,2

LA 96 A (Gucakoamn)




Cepr. Ne: 19006274

Hucrutyto ae Anrens C.PJL Tpynni 103/%c- 50066
Perresuno (®nopeniunsg) ~ Hranis HHCTHTYTO e AHFEHH

JlnueHsia xa npoussoacteo Ne: aM-136/2018 o1 07/11/2018
GMP cepmimrar Ne: 1T/233/H2018

CepTH(UKAT aHAJIM32 ¥ COOTBETCTBUSA

Ha3sBamue TeKapcTBEeHHOro IF'YTTAJAKC 3KCIPECC 6 cynno3ntopnes 10 mr ana Poccuu
cpeacTea:

Cepus Ne: 932906A Ne anann3a; 19005719-2-1
ApTHEKyn Ne: 464218 Hara npomsoacrna:  09,10.2019
Cepusn 932906 Cpox roaxocTi: 10 /2024
BIX xon/ Ynakosounniii maTepuan: AntomuHuesan ponsra  Haneuarauo: 05.11.2019
Tecropas cneundnrauns Ne: 1015369-986R-01 Kon 3aka3zunka: 724093
IMpounseoacTeenHan cneundnkaunn T 061-10

Nes

Perucrpaunonnoe ynocrosepenne Ne: P N0O14230/01
CrpaHnua: 2

HenbiTanne Cneuudukanns Pesyabtat Quenka
MHuH.3HaueHne (MIN) 9,77 =

LA 96 A (6ucakoann)
10,01 10,04 &
9,84 9,80 9,77
10,05 9,96 9,79

9,77 9,81
Konudectsennoe onpenenexue
LA 96 A (6ucakoaun)
9,5 — 10,5 Mr/cynnosutopuii 9,9 C
O6uiee 4nc0 a3pebHbIX MHKPOOPraHi3MOB
<= 1000 KOE/r 10 C

Od1nee 4HC0 APOKKEBBIX H NJIECHEBBIX FPHOOB
<= 100 KOE/r 0 Cc

Pa3Mmep Boinywennol cepun (wt): 42599 - [pusmedanude: nawHas cepHs BLIMYLLEHA JUIA CEQYIOLIUX CTPaH:
Poccuiickas ®enepauus (Homep HopmaTueHOro aokymenta: [1 Ne014230/01-100908 sapuauT 1)

Ouenka: CooTBeTcTBYET

3aseneHHe o cepTHOHKALIHK:
HacTosuiM NoATEepKAAK, MTO BCE NPON3BOACTBEHHbIE CTAAHII AAHHOI CepHII TOTOBOr0 NpoAyKTa bbian

[pOBEAEHL! B NOJHOM COOTBETCTBIII ¢ eBponeiickumn TpeGosanuami GMP i c TpeboBannamu
PerncTPauHoHHOr0 YA0CTOBEPEHIA CTPaHBI BBO3a,

YnonHomoueHHOE NHLO: Hoonuce
Jara:

*****KOHCH OquTa* *kkk




Cert. No : 19006312

Istifuto ®
De Angeli
O" /
Istito De Angeli 8.r.L.-Loc. Prulli n. 103/c- 50066 Reggelio (FiH-ialy
Manufacturing Authorization N°; aM-136/2018 dated 07/11/2018
GMP Certificate No: TT/233H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
BatchNo.:  932906A No. of Analysis : 19005719-2-1
Article No. : 464218 Date of Manufacture : 09.10.2019
Semifinished batch 932006 Explry date: 10/2024
BIX code/ Pack, Mat. : FOIL (ALU) Printed on : 05.11.2019
Testing Spec. No. : 1015369-986R-01 Customer code: 724093
Manufacturing Spec. No.: T 061-10
Marketing Authorlzation No: P N014230/01
: . Page: 1
Test
Spacification Resul Evaluation
Appearance
White or slightly yellowish torpedo-shaped supposilories ~ Conforms c
with a smooth or slightly unctuous surface and a 'chimney’
in the base
Disintegration time
<= 30 min 12 Cc
Particles slze
Microscoplc examinatlon (-)
Not more than 5 particles greater than 50 micron andnol ~ Conforms c
more than 1 parlicle greater than 150 micron per fleld of
view
Identification
LA 96 A (Bisacoadyl)
Comesponding to standard Conforms c

Active Ingredient decomposition

LA 96 A semiester {HPLC)
<=13% 04 c
{Equivalent to 1.5% degradated LA 96 A)

Any unspecified degradation product
(HPLC)
<=0,2% 0,0 C

Sum of all degradation products

(HPLC)
<=18% 0,4




Cart. No : 19006312

Istituto Do Angefl S.r.L.-Loc. Prulil n. 103/c- 50088 Reggelio {Fi}-llaly
Manufacluring Authorization N°: aM-136/2018 dated 07/11/2018

GMP Certificale No: IT/233/H/2018

Istifuto®
De Angeli
S

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU

Batch No.:  932906A

No. of Analysis :

19005719 - 2- 1

Article No, : 464218
Semifinished batch 932906

BIX code/ Pack. Mat. : FOIL (ALU)
Testing Spec. No, : 1015369-986R-01

Manufacturing Spec. No.: T 061-10

Marketing Authorization No: P N014230/01

Date of Manufacture :

Expiry date:
Printed on :
Customer code:

Test

Specificatio

Content uniformity (Eur. Ph.)
LA 96 A (Bisacodyl)

(AVG)

LA 96 A (Bisacodyl)
{MAX)

LA 96 A (Bisacodyl)
(STD)

LA 96 A (Bisacodyl)
(RSD)

LA 96 A (Bisacodyl)
(MIN)

LA 96 A (Bisacodyl)

Assay
LA 96 A (Blsacodyl)
9,5 - 10,5 mg/supp

Total aerobic microbial count
<= 1000 cfug

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

9,88

10,05

0,12

1.2

9,77

09.10.2019
1072024
05.11.2019
724093

Page: 2.

Evaluation

10,01 10,04 9,84 9,80 9,77 10,05 9,96 c

9,799,77 9,81

9,9

10




Cert. No : 19006312

Istifuto ® <

De Angeli
¢" M
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello {F)-‘taly
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Ceriiicate No; IT/233/H/2018
Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
Batch No.:  932906A | __ No.of Analysis: 19005719 - 2 - 1
Article No. : 464218 Date of Manufacture : 09.10.2019
Semifinished batch 632906 Expiry date: 10/2024
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 05.11.2019
Testing Spec. No. : 1015369-986R-01 Customer code: 724093
Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01
Test

Specification Result Evaluation

Batch quantity released (pcs) : 44149 Note: The batch is released for the following couniries: Russian Federation (Number of the
Normative Document: P N014230/01-100908, var.1).

Evaluation : Conforms

aﬁﬁc&ion “sté'téﬁweni

s L T s

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:

0. \\fi g

Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 05.11,2019

** End of Report ****




