CepT. Ne: 19006636

Hucruryro ze Anrenn C.PJL TMpynnn 103/c- 50066
Perreano {noperuna) — Hranua HHCT“ l) ro e AHl"eJll'l

JinueHsuA Ha npou3BoacTeo No: aM-136/2018 ot 07/1172018
GMP ceptndmrar Ne: IT/233/H/2018

Cepruduxar aHaauza v COOTBETCTBHS

HasBsanne eKapcTBeHHOr0 I'YTTAJAKC KCINPECC 6 cynno3nrtopies 10 mr ana Pocenn

Cepusn Ne; 932913A Ne ananusa; 19005895-2-1
ApTHiyn Ne: 464218 Rarta npomasoacTea:  17.10.2019
Cepust 932913 Cpox roaHocTH: 1072024
BIX kon/ ¥YnakoBouHbIi MaTepHas: Amomvinvesas ponsra HamneuaTaHo: 19.11.2019
Tecropan cneundnxamuna No: 1015369-986R-01 Kon 3aka3uuka: 724093
INpouipoacTBeHHAN cnelHHKaUHA T061-10

Ne:

PerncTpaunontoe ynocropepenne Ne: P N014230/01
Crpanuua; 1

HcenbiTanue Cneundukauns PeaynbTaTt Ouenka
Onncanne
Benbie nnu cnerka wentoBaTtble TOPNenoo6pasHele CooteetctByer C

CYTMNO3HTOPHH, € FIAAKOHR WAK CIIErka MACTAHHCTOMH
MOBEPXHOCTHIO ¢ YraylaeHHeM B OCHOBAHHH

PacnamaemMocTh
<= 30 MUH 9 C

Pasmep uactuu
Mukpockon, uccheaosanue (-)

He Gonee 5-n yactuu npepbimatomipx 50 MKM K He Cootsercteyer
fonee oaHOH uacTUUbl Npespiwawed 150 Mxm B none
3peHus
[MoANMHHOCTL
LA 96 A (Gucakoaun)
CoOOTBETCTBYET CTAHAAPTY CooteerctByer C

TocToponnue npumMeck
LA 96 A nonyadmp (BOXX)
<= 1,3% 0,5 C
(3xBuBaneHTHO 1,5% pacnaswerocs LA 96 A)
JlioGasn HeUIEHTHAMLHMPOBAHHAR MPUMECH
(BOXX)
<= 0,2% 0,0 C

CymmMa Bcex npumeceii
(B3XX)
<= 1,8% 0,5 C

OnHOpOoAHOCTL A03HpOBaHUA Mo cogepxanuo (Esp.d.)
LA 96 A (Sucakomun) 9,7 -
Cpennee sHauenue (AVG)

LA 96 A (Gucakomun)

Maxc.3uauenne (MAX) 10,02 e —
LA 96 A (Gucaxoann)
CraHgaprHoe oTknoHenue (STD) 0,22
[ i
'.' " " poccmgn
LA 96 A (6ucaxoamn) H %
OTHOCHTENLHOE CTARAAPTHOE oTiioHeHNe (RSD) 2,3 Bo|\ > :
LA 96 A (Gucaxoawt) ‘a‘



Cepr. Ne: 19006636

Huctiryto ne Anrenn C.P.J1 Tpynnn 103/c- 50066
Perrenno (dnopenwia) — Mtanna

JInuenana Ha nponssoacteo Ne. aM-136/2018 or 07/11/2018
GMP ceptudmikar Ne: [T/233/H/2018

HHcTHTYTO Ae AHrenH

CepTudukar aHa/IH3a M COOTBETCTBHSA

HasBaHute TeKapcTBEHHOIO T'YTTAJAKC 3KCITPECC 6 cynnosntopues 10 mr ana Poceun

Cepusa Na: 932913A Ne aunanuza: 19005895-2-1
ApTHKYN Ne: 464218 Jarta nponssogcrea:  17.10.2019
Cepiin 932913 Cpok rogHocTH: 10 /2024
BIX xoa/ YnakoBounbiii MaTepnan: AmomMuHuesas gonera HanewaraHno: 19.11.2019
Tecropan cneungurannsa Ne: 1015369-986R-01 Kop 3aka3unka: 724093
NpounssoacTeHHan cnengpuKauHs T 061-10

Ne:

PerucrpaunosiHoe yaocrosepenne Ne: P NO14230/01
Crpannua: 2

HenpiTanue Cneundukxauns Pe3yabTaTt Ouenka
Mun.3HaueHune (MIN) 9,35 -
LA 96 A {6ucakoann)

10,02 9,89 9,62 C
9,71 9,62 9,84
9,97 9,35 9,53

9,51
KonvyecTreHHOE onpeleneHue
LA 96 A (Gucaxoan)
9.5 — 10,5 Mr/cynno3nTopHi 9.7 C
O6wee ypeno a3poGHBIX MIKPOOPraHH3IMOB
== 1000 KOE/r 0 C

Obiee YHENO0 IPOKAKEBLIX H NLIECHEBLIX rpHboB
<= 100 KOE/r 0 C

Pa3mep BoinyuieHHo# cepiu (T.): 41877 - [IpuMeuaHue: AaHHAA CePHA BHITYILEHA AIA CAEAYIOLKX CTPAH:
Poccuiickas ®eaepaums (Homep HopMaTiBHOTO nokyMeHTa: [T Ne014230/01-100908, sapuasut 1)

Ouenka: CooTBeTCTBYET

3asBneHue o cepTHHHKALNK:

Hacroawmnm NOATBEpPAAAaN0, MTO BCE NPOH3BOACTBEHHbIE CTAANH AaHHOIi CEPHH roTOBOrO NPeAYKTA [ SHT]
NPOBEAEHLL B TOJTHOM COOTBETCTBHH € EBPOI'IEﬁCKlIMII TpEﬁOBﬂHHﬂMII GMPuc 'rpeﬁonammnm
PETHCTPANHOHHOTO YAOCTOBEPEHHA CTPaHbI BBO3A.

VYnonnomouennoe nduo:  flodnuce
Hara; 19.11.2019
Dr.ssa Paedar Gioris,
Cepus nposepena (OTaen dapmauesTiueckoro spinycka): Dr. Beatrice Nannini flata: &5 112089

*rE**Konen oTueTa** ¥



Cerl. No : 19006636

Istituto De Angell S.r.L.-Loc. Pruli n. 103/c- 50066 Reggelio (FI)-llaty
Manulacluring Authortzation N°: aM-136/2018 dated 07/11/2018
GMP Cartiicale No: IT/233/H/2018

istifuto ®
De Angeli
@' /

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU

Batch No.:  932913A No. of Analysls : 19005895 - 2 - 1
Article No. : 464218 Date of Manufacture : 17.10.2019
Semifinished batch 932913 Expiry date: 1012024
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 19.11.2019
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 Resul Evaluation
Appearance
White or slighlly yellowish torpedo-shaped suppositories ~ Conforms C
with a smooth or slighlly uncluous surface and & ‘chimney’
in the base
Disintegration time
<= 30 min 9 c
Particles size
Microscoplc examination (-)
Not more than 5 particles greater than 50 micron and net ~ Conforms c
more than 1 particle greater than 150 micron per field of
view
ldentification
LA 96 A (Bisacodyl)
Carresponding to standard Conforms c
Active Ingredient decomposition
LA 96 A semiester {HPLC)
<=13% 05 c
{Equivalent to 1,5% degradated LA 98 A)
Any unspecifled degradation product
{HPLC)
<=02% 0,0 G
Sum of all degradation products
{HPLC)
<=18% 0,5 c




Cent. No : 19006636

istifito®
De Angell
B
Itituto Do Angell Sir.L.-Loc. Prulll n. 103/c- 50066 Reggello (Fi)-ialy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Cartlficals No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX EXPRESS 6 SUPPOSITORIES 10 MG RU
Batch No.:  932913A ) No. of Analysis : 19005895 - 2- 1
Article No. : 464218 Date of Manufacture ; 17.10.2019
Semifinished batch 932913 Expiry date: 1072024
BIX code/ Pack. Mat. : FOIL {ALU) Printed on : 19.11.2019
Testing Spec. No. : 1015369-986R-01 Customer code: 724003
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)
9,70
(AVG)
LA 96 A {Bisacodyl)
10,02
(MAX)
LA 96 A (Bisacodyl)
0,22 -
{STD)
LA 96 A (Bisacodyl)
23
(RSD)
LA 96 A (Bisacodyl)
835
(MIN)
LA 96 A (Bisacodyl)
10,02 9,80 9,62 9,71 9,62 9,84 9,97 9,35 c
9,53 9,51
Assay
LA 96 A (Bisacodyl)
9,5 - 10,5 mg/supp 97 C
Total aerobic microblal count
<= 1000 ¢fulg 0

Total combined yeast/moulds count
<= 100 ciuig 0




Cenl. No : 19006636

Istifuto @

De Angeli
- e
Islituto De Angeli S.r L -Loc. Prulli n. 103/c- 50066 Reggelio (F!)-laly
Manufacluring Authorization N°: aM-13612018 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
BatchNo.:  932913A _ No. of Analysis : 19005895 - 2 - 1
Article No. 464218 Date of Manufacture ; 17.10.2019
Semifinished batch 932913 Expiry date: 10/2024
BIX code/ Pack. Mat. ; FOIL (ALU) Printed on ; 19.11.2019
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 quanti-ty released {pes) 41877 Note: The batch is released for the following counlries: 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.
Istituto-De. Angeli-s.r.l.
Qualified Person: /m' 2Nt
. A0
Date: Igr.ssa Paola Giori .
SSETHEN
Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 19.11.2019

A
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