JEKJAPALIMSI O COOTBETCTBHN

AEKJTAPAHT, MPHHUMATOUIWA NEKJTAPAIMIO O COOTBETCTBUM

AO "Canogpu Poceus”

Ceedenus o pezucmpaypuy opeanusayuu: Mexcpaiionnas uncnexyus Pedepansroti Ranozoeoil caysichv Ne 46 no
2 Mocxee 01.01.2008, OI'PH 1 027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, z. Mocxea, yn. Teepexas, 9. 22, Tenechon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanemuii dupexmop Mowc O.A.

Hosepennoe nuyo: Knoxoea IO.C., dosepennocmy 6/4 om 01.12.2017

3AABIBIET, UTO

rexapcmeernoe cpedcmeo: Jynvronaxc, cynnosumopuu pexmansivie 10 Mz 6 wm., ynaxoexu bezvauetinosvie
xoumyprvte (1), nauxu kapmonnvie, PY Ne IT NO14230/01 om 10.09.2008 (Oama 3amenvt 01.08.2017) svidano
AO "Carogpu Poccun”, cepus 8320274, napmus 44506 ynaxoeox, zoden do 01.05,2023, npoussodcmea
Hycmunym de Anzenu C.PJI, Hmanus, Instituto De Angeli S.R.L, Loc. Prulli 103/C, 50066 Reggello, Firenze,

+ Haly, kod OKIIA2 21.20.10: 115, x0d TH BOII'3004908002, xoumparam Ne 250/40056192/F-2-om20.10-2010,

unsotic Ne 9085312510 om 07.11.2018

COOTBETCTBYET TPEEOBAHMAM
IT N014230/01-100908 (HI] 42-6946-06 uzm. Nel -3)

AEKJIAFAIIAS NIPUHSITA HA OCHOBAHAH
npomoxon ucnsimaruii Ne 3325 0 om 13.11.2018 HIT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmuguxam POCC IT®M08.C27335 om 13.11.2018

Kmoronsa }O.C.
O.H.0

L
CBEJIEHVS O PETHCTPAIIAN

OPT'AH IO CEPTH®UKAILIAH, 3APETMCTPHPOBAR L JEKTAPATIVIO

RA.RU.119MO8 OPTAH IO CEPTHOURAIIH HPOIVKITHH OFIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPO/IT KAYECTBA "

adpec opzanusayuu: 115280, 2 Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xam. 1, adpec opzana no
cepmugpurayuu; 115280, POCCHS, 20p0d Mocxea, yn. Macmepioea, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caiitn: oyxr.pd. .

I[ER‘JG;A%’AI[HH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU A-IT. PM08.A4.06951/18

TATEPEEHNETPATING 13.11.2018
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Cepr. Ne: 18003940

Wnctutyto e Aurenn C.PJL Opyanu 103/c- 50066
Perrenno {(@ropeuus) - Mranus
Jluuensna va nponseoncTeo Ne: aM-32/2016 o1 02/03/2016

HUHcTuryTo ae Aurenu

CeprudukaT aHa/IM32 H COOTBETCTBHSA

Hazsanne JICKAPCTBEHHOT O

AYJBKOJIAKC cyanosntopuu pextajibHuie 10 mr

cpeacraa:
Cepus Ne: 832027A Nt anannza: 18003168-2-1
Aprukyn Ne: 463105 Hara npomsnoacrea:  25.05.2013
Cepust npoMeKYTOYHOIO NPOAYKTA: 832027 Cpok roaunocru: 05/2023
BIX kon/ YnakoBouksiii Matepran: Amomunyesas ponera  Hanewatano: 20.06.2018
TectoBas cnenndukanms No: 1015369-986R-01 Kou 3akazuuka: 349210
{Ipouseoncreensan cnenndmxaunsa Ne: T 061-10
PerncrpaunorHoe yaocrosepenue Ne: 1T Ne014230/01
Crpannua: 1
Hcnpiranne Coeunduranns Pesyaprar Ouenka
Onucanye
BeJible WK CErKa XenToBaThle TOPreA00OpazHElE CootsercTByeT C
CYNHO3ZHTOPHHY, C FIAAKOH WIH CRErka MacAHUCTOH
TIOBEPXHOCTRIO ¢ YTITyB:ileHHeM B OCHOBAHMH
Pacnanaemocth
<= 30 MHH 7 C
Pasmep vyacTun
Mukpockon. Hecaegosauue (-)
He fonee 5-u 4acTin npegbinaromux 50 MxkM M He Gonee CooteeTcTRYET C
O/{HO# YaCTHIBI Nipessnatomiel 150 MkM B none 3peHns
Heanuunocte
LA 96 A (6ucaxoaun.a)
CooTBeTCTBYET CTRHAAPTY CooTsercTByeT C
HoecToponnue npumeck
LA 96 A noayapup (B3XEKX)
<= 1,3% 0,4 C
(sxkBuBanenTHo 1,5% pacmasweroca LA 96 A)
Jrobas HeugeHTHOHUIMPOBAHHAA HPUMech
(B3XX)
<=0,2% 0,0 C
Cymma Beex npumecei
(B3XX)
<=1,8% 0.4 C
OznopoanocTh J03HPOBAHMS 10 cofepxanmio (Erp.®,)
1.A 96 A (6ucakoann) 10,08 10,17 C
10,00 10,10
10,00 10,03 9,95
5,21 944925
CootsercTBYST C
LA 96 A (6ucakoann)
CraHzapTHOE OTKAOHEHNE 0,37 -
LA 96 A (bucaxoann)
OTHOCHTENBHOE CTAHAAPTHOE OTKNOHEHHE 38 -
LA 96 A (bucaxoamn)
CpenHee 3HaueHAE 9,82 -

LA 96 A (bucaxonun)




CepT. Ne: 18003940

Hucruryro ne Anrenn C.PJL. Tpynan 103/c- 50066
Perrenno (Propenuun) - Hranua
Huuensua va nponssogcrso Ne; aM-32/2016 ot 02/03/2016

HHueTuryTto ne Aurenn

Cepruduxar aHa/IM32 ¥ COOTBETCTBHSI

HaseaHne nexapcTeeHHoro AYJIbKOJAKC cynnosuropuu pexrannusie 10 Mr

cpencTea;

Cepnn Ne; 832027A Ne aHanusa: 18003168-2-1
ApTHaky. No: 463105 Jdata npouseoacrea:  25.05.2018
CepHis npoMexXyTOMHOFO FPOAYKTA: 832027 Cpok roaHocTH: 05/2023
BIX kon/ YuakoBogubiit Marepuan: Amomunnesas donera  HaneuaraHo: 20.06.2018
Tecropan cnenudpurauus Ne: 1015369-986R-01 Koa zakazunka: 349210

Hpoussoacreensan cneundnranns Ne: T 061-10
Pernerpaunontoe yaocrosepenne Ne: IT Ne014230/01

Crpannupa: 2
HenplTanne Crneunduxaunn Pesvabrar OueHka
Mun.3HaYeHHE 9,21 -
LA 96 A (6ucaxoan.i)
Makc.3RaueHne 10,17 -
KosanuecTBennoe onpenesienne
LA 96 A (Oncaxomn)
9,5 - 10,5 mr/cynnozutopuii 98 C

Paszmep BrinymenHo# cepuu (mir): 44519 - [Ipumevane; jannas cepus BHITYHIEHA S CICAYIOLHX CTPaH:
Poccuiickas @enepanua (Homep HopMaTHBHOTO 10KyMeNTa: 11 Ne014230/01-100908, Mam.1)

Ouenka: CooTBeTcTBYET

3asBneHUe 0 CepTUhUKAHMM:

HacrosiuuMm noarsepkiae, 4To EbtieykasanHas HHQOPMALNS ABISNCTCS T0CTOBEPHON M HPABIILHO.
JlaHHast cepus JIeKaPCTBEHHOTO CPelCTBA NPOH3BEAEHA, BRIIOYAR YIAKOBKY H KOHTPO/Ib KAY€CTBa, B
YKa33HHOM BBILIE MECTE B HOJHOM COOTBETCTBRH ¢ TpeGoBaknamu Hapnexaueii npoH3BoacTBeHH O
npakTHKN GMP MecTHOTG KOHTPOHPYIOLIEro OPraHa K B COOTBETCTRHH €O CRUHGHKARHAMY, YKA3aHHBIMH
B PeracTpalHoHHOM YA0CTOBEPEHHH CTPaHLI-UMINOpTEpA.

Oryersl 0 IPON3BOACTEE CepHH, YIAKOBKE B KOHTPO/TE KAYECTBA GLAM TIPOBEPEHLI H IPH3HAHLL
COOTBETCTBYIOMINMH TpeboraHuAM Npasua GMP.

VnolHOMOYEHHGE TRIIO: Heonuce
Hara: 20.06.2018

Cepus nposepena (Otaen dapmatiestiieckoro shmnycka): Jip.Beatpuun Hanuunn Hara: 20.06.2018

* %ok **KOHeH oTyeTa¥ kK E*



Cert. No : 18003940

Istituto Ds Angall S.r.L.-Loc. Pruiki n, 103/c- 50066 Reggollo (Fi)-haly
Mantfacturing Authorization N°: alM-32/2016 del 02/03/2016

Istituto ®
De Angeli
@’ M

Certificate of Analysis and Conformance

Product Name: DULCOLAX RECTAL 6 SUPPOSITORIES 10 MG GUS

BatchNo.: 832027A

No. of Analyss :

18003168 - 2 - 1

Article No. : 463105
Semifinished batch 832027

BIX codef Pack. Mat. : FOIL (ALL)
Testing Spec. No. : 1015369-986R-011
Manufacturing Spec. No.: T 061-10
Marketing Authorization No: P N014230/01

Date of Manufacture :
Explry date:

Printed on :
Customer code:

21.05.2018
05/2023
20.06.2018
349210

Page: 1

Tost
Specification

Appearance
White or slightly yellowish torpedo-shaped supposttories
with a smooth or slightly unctuous surfacs and a ‘chimney'
in the base

Disintegration time
<= 30 min

Particles size
Microscoplc examination ¢.)
Not more than 5 particlas greater than 50 micron and not
more than 1 particle greater than 150 micron per fieid of
view

Identification
LA 96 A (Bisacodyl)
Cotresponding fo standard

Active Ingredlent decomposition
LA 66 A semiester (HPLc)
<=13%
{Equivalent to 1.5% degradated LA 96 A)

Any unspecified degradation product
{HPLC )
=02%

Sum of all degradation products
(HPLC )
<=18%

)
D
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=
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Conforms

Conforms

Conforms
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Evaluation



Gort. No : 18003840

Istifuto &

De Angeli
e
Istfuto De Ange 3.1.L.-Loa. Paullin, 103/c- 50066 Reggello {F[)Iialy
Manufacturing Authorization N°: aM-32/2016 del 02/03/2015
Certificate of Analysis and Conformance
Product Name: DULCOLAX RECTAL 6 SUPPOSITORIES 10 MG GUS
Batch No.:  832027A No. of Analysls : 18003168 - 2 - 1
Article No. : 483105 Date of Manufacture : 21.05.2018
Semifinished batch 832027 Expiry date: 0512023
BIX code/ Pack, Mat. : FOIL (ALU) Printed on : 20.06.2018
Testing Spec. No. ; 1015369-986R-01 Customer code: 349210
Manufacturing Spec. No.: T 081-10
Marketing Authorizatlon No: P N014230/01
Page: 2

Test

Specification Result Evaluation

Content unlformity (Eur. Ph.)

LA 96 A (Bisacodyl)
10,08 10,17 10,00 10,10 10,00 10,03 9,95 c
9,219449,25
LA 96 A (Bisacodyi)
037
(STD)
LA 96 A (Bisacodyl)
38 -
(RSD)
LA 96 A (Bisacodyl)
9,82 -
(AVG)
LA 86 A (Bisacodyl)
8,21
{MIN}
LA 96 A (Bisacodyl)
10,17
(MAX)
Assay
LA 96 A (Bisacodyl)

9,5 - 10,5 mg/isupp 9.8 c



Cert. Na @ 18303940
S
istifuto ®
De Angeii

Istiulo De Anged 5.r.L-Loc. Prglin, 103/c- 50068 Reggetia IF1)-liaiy
Manufacluring Autharization N°: ah-32/2016 del 02/62/2018

Certificate of Analysis and Conformance

Product Name: DULCOLAX RECTAL 6 SUPPOSITORIES 10 MG GUS

Batch No.:  832027A No. of Analysis : 18003168 - 2 - 1
Article No. ; 463108 Date of Manufacture ; 21.05.2018
Semifinished batch 832027 Expiry date: 0572023

BIX code/ Pack, Mat. : FOIL (ALU) Printed on : 20.06.2018
Testing Spec. No. : 1015369-086R-01 Customer code: 349210

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

Page: 3
Test
Specification Result Evaluation

Batch quantity released {pes) : 44519 Note: The bafch is released for the foliowing countries: Russian Federation (Number of the
Normative Document: P NG14230/01-100908, var.1)

Evaluation : Conforms

Certification statement:

thereby certify that all the manufacturing stages of this bateh of finished product have been ¢arried out in full
compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

Qualffied Person:  {  .__{-~ ST
Dale:

Drgss Pacle SRy
T E..')
EWEIC L o

Bateh Review (Pharmaceutical Release Dept.): Dr.  Beatrice Nannini Date: 20.06.2018

= £nd of Report ***



