AEIJIAPATIVST O COOTBETC TR
JEICHAPATIT, IPHHUMATONTIE AEKJIAPATTHIO O COOTRETCTRHN

AQ "Huorechapst”

Ceedenun o pezucmpauu opeamesatjun: Mesicpationnas uncnexius bedepanvioii nanozosoii enyaedot No 15 no
Huacecopoderoii obnacmu 26.03.2016, OI'PH ] 025203731937, dama npueaocnus OFPH 22.10.2002.

Adpec: 603950, &, IMevenuii T losz0pod, yn. Caneancras, 0.7, Tenedhontharc:8(821 )278-80-88/430-72-13.

B munyge: Lenepanonois oupexmop Ednios JI.B,
Hosepennoe nuyo: Conoemoseran E.B., dosepennocms 84 om 09,01.2019 »

SASIBISIET, YITO

Aekapemaeitioe cpedeneo: lpokmosan, eynmosumopi PERMARDLILIC S WM., YRAKOSKU S4ETKOBYE KOUMYpHbIe
(2), navxn kapmonnsre, PY Ne IT NO14392/02 om 06.02.2009 (dama oghopyinenun PY 20.08, 2009) swidaro
LITTAJIA Apynaiissummens AT T epatanus, cepus 90316, napmust 11720 ynaxogor, 200en do 0] 01,2024,
npouseodemea Astxachapy TibX, Tepyanua, Ameapharm GmbH, Industriestrasse 8-10, 6119
Rosbach/Rodheim, Germany, / INITAJIA Apynatisiummens AT TFepwtanus, STADA Arzneimittel AG, Stadastrasse
2-18, D-61118, Bad Viibel, Germany, koo OKITI[? 21,20.23. 190, koo TH B3JT 2004900002, Koumpaxn Ne 9-
Stada AG-JSC ( "Konmparxm™) om 01.04.2017, unaoiic Ao 98216867 om 02.04.2019

COOTBETCTBYET TPEGOBAHUSIM
1T NO14392/02-200809

AEKJTAPALTAS IPUHSITA HA OCHOBAHUU
npomioxoi uenoimanuit Ne 1930m om 09.04.2019 HJT 000 HI { "PAPMOBOPOHA", ammeemam

axxpedumariuu POCC RU.0001.21PJI40, Cepmuchuram POCC DE,®dM08.C37890 om 10.04.2019
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CBEIEHMS O PEIACTPAITAM

OPTAH ITO CEPTUDHKAIIAH, 3APETHCTPUPOBABIIMIL HEKJIAPAITHIO

RA.RU.11OMO8 OPIAH ITO CEPTHDOHKALIHH TTPONIYKIHH OBIECTRO C OFPAFTH YEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOLT I {EHTP KOHTPOJISI KAYECTBA “

adpec opzanusarun; 115280, 2. Mocksa, . Macmeprosa, 0. 4, am. 5, noat. I, ko 1, adpec opeana no
cepmudhurayuu: 115280, POCCHS, 20pod Mockaa, yn. Macmeprosa, 0. 4, om, 5., men. :(495)788-02-88, aeb-
catim: oyxk.pagh. A
JEKJIAPALLMST O COOTBETCTBHH 3APEI'MCT PHPOBAHA M POCC RU J-DIE T
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CMCTEMACEPTH(DHHAHHH roctp =
OETEPATILHOE ATEHTCTBO 110 TEXHY ECKOMY PETY/IMPOBAHUIO 1 METPOJIOTHH

T ETCTBY

Ne POCC DE.®Mos.c37800

Cpox pevicrsna ¢ 10.04.2019 mo -

| Ne 3472294
OPI'AH IO CEPTH(DHKAIQHI/I ; :
RARUIIDMOS OPT4E 110 CEPTH HKALHH TIPOIVKIHH OE[L[ECT BO C OrPAHH YEHHOH i

j OT} BETCTBEHHOCTB IO "OKPV)KHOE? UEHTP KOHTPOILST KAYECTBA" adpec opeanuzayuy: 115280, 2. Mockea,
ya. Macmepxoeg, 9, 4, 3m. 5, nom. I xom. 1, adpec opzana no cepmugpuxayuy: 1] 3280, POCCHS 20pod Mocxea, yn.
Macmeproga, ¢, 4, 9m. 5., men,: (495) 788-02-88, Gaxe: (495)675-47-89 - :

YKITHA I : i
Jgkgz?deﬁaemge &pedcmao: Mpormosan, Cynnozumopuy pexmansupie 5 lm., ynarxoeru aveiixogpre

KoHmypHsie (2), nauxu Kaprionuye, koa OK 034-2014

PV Ne [T NO14392/02 om 06.02.2009 (dama ogopunenus PY 20.08.2009) suidano LITATA _ - (KITEC 2008)

Apynaiiviumnens AL Tepmarus, : - (OKIIA2):

cepus 90316, napmus 11720 YRAKOBOK, 200ew Oo 01.01.2024, [ 2120-;3% 190

koumpaxm Ne 9-Stada AG-JSC ("Koumparm") om 01.04.2017, unsoiic Mo 98216867 om 02.04.2019 St
TBETCTBYET TPEBOBAHUSM HOPMATHBHBfX OKYMEHTOB Pra : s

SOTTERSHRE i X A =

ﬁﬁgﬁﬁ%ﬁfﬁﬂ’pham GmbH, Industriestrasse 8-10, 61191 Rosbach/Rodheim, Germany, Fe,wuaﬁm__/ LUTAJIA
Apynativvummens AL, STADA Arzneimitte] 4 G, Stadastrasse 7.1 8, D-61118, Bad Filbel, Germany, I't epmanus

ﬁ%ﬁc&ﬁ%ﬁb 5%%01 0, adpec: 603950, -, Huoenuii Hosaopod,. yn. Canzancras,

0.7. Teneon/gpaxc:8(83 1)278-80-88/430-72.13,

51 5
ci})%m S{gim%%aA}t}uga rgaussoaumefm om 15.02.2019, npomoxon ucnsimanui Ne 1930m om 09.04.2019 HIT 000 HiI
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STADA
Otaen Koutponsa KayecTtna Ceprudumxar avanuaa e DS
lMpokTosaH, cynnosutopuy _
Mpoayur 09403801 Naprun 90316 Homep napruu 80316
Hara npouzsopcTsa 01/2019 Cpox Xpanenus 01/2024
Knuenr:
BapuanrT: Kohtpons CY: Poccuiickan depepayus
[NapameTp Metop Cneuudukaums PeaynbTar
CYNno3uTOpUIN CRETNO-XENTO-

BHewHui supg BU3yankHLIi sereHoro ipeTa cooTBETCTBYET
CpeaHas Mmacca Ed 295 1800 - 2100 mr 2008 mr
OaHopogHocTe Macesl Ed 2.95 Ed 2.8.5 COOTBETCTBYET
PacnanaemocTs 8 Boae / 37 °C E® 292 < 30 MuH. 10 MUH.
Temnepatypa NnaBnexus Ed2.2.15 34-37°C 34°C
Pasmep vactuy s 25 um MUKPOCKONMUYECKKiA 2 98,3% 100,0%
Pasmep yactuy < 50 um MUKPOCKONUYECKUA 2 99 6% 100,0%
ocTopoHHue npumecn
2,6—numMeTynanunuH PV 2652ZA 1A 302 S 0,04% <0,01%
oCTOPOHHKE NpuMeck
2-{4-ByTokcudheHun) ykeyeHas PV 265 ZA 1 A 301 £1,0% <0,1%
KucnoTa
MocTopoxHKe npumecy

A, Enisinisiiib PV 265 ZA 1 A 301 <£1,0% <0,1%
ggcujgg ?(::mi : ;Jgn;ecn apudmMeTuveckui <3,0% <0,1%
Mukpobuonorus Ed 2.6.12/2.6.13 Ed 5.1.4.-1. COOTBETCTRYET
finaokonHa rmapoxnopug, i
NARMHHHOETS PV 221 ZA1A 704 AOMXEH COOTBETCTBOBATL cOooTBETCTBYeT

Nunokouna ruapoxnopua
KonuuectseHHoe onpeneneHue

PV 221 ZA 1 A 704

8,5 - 10,5 mr/cynn.

10,0 mr/cynn.

NupokouHa rugpoxnopua ' - o o
KonuuectaeHHoe onpegenenve PV221ZA 1A 704 95-105 % 100%
/lvnokouHa ruapoxnopua

OZHOPOAHOCTE COAEDKUMOTD PV221ZA1A 704 E® 2,986, COOTBETCTBYET
Bythekcamak MoanHHOCT. PV221ZA 1A 704 AOMKEH COOTBETCTBORATS COOTBETCTBYET

|_KonuyecteeHHoOe onpeaeneHue

bydekcamak
KonuuectaeHHoe ofpeneneHue PV 221 ZA1A 704 237,5-262,5 mr 248,2 mr/cynn.
bydexkcamak ) )
KonuuecTeeHHOE onpeaeneHue PV221ZA 1A 704 90405 % 99%

Tutara anokecug NognMHHOCTL PV 8400969 ID TI/Bi | nomken COOTBETCTBORATL COOTBETCTBYET
TwTaHa guokeun v
KonuyecTBeHHoe onpeneneHue Aocee 3.2.P.5.2. 90-110 % 98%

Bucmyra cybrannart MognuHocTs PV 9400969 ID Ti/Bi | ponxeH cootsetcTeonats COOTBETCTBYEeT
Bucmyra cybrannar ocse 3.2.P.5.2, 90-110 % 99%

3akpbito; A. Kox

Cepus npoussesera 8 cooTeeTeTBUM C P

K BbINYCKY.

ykoeoacTeamu no GMP, cooTeeTcTayeT cneuudukaynam v pa3spewieHa

YnakosKa, MapkupoBka, ycrioeus XPaHEHUA U CPOK rogHoCTH coorse-rcraym TpeBoraHuam HJ.
fara / nognuck Havanbuuka OKK: 14.02.2019 '

WTALA ApuHaiiMuTTens AT, Wragawrpacce 2-18, 61118 Bag GunsGems,
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Quality Control | Certificate of analysis | STADA
"*-...,_____/’
Proctosan, suppositories
Product 05403801 Batch 90316 Batch no. 90316
Date of manufacture 01/2019 Explry date 01/2024
Customer:
Variant: Control CY: Russische Firderation
Test Method Specification Result
Appearance' visual light yellow-green complies
suppositories
Average mass State Pharmacopela XI 1900 - 2100 mg 2008 mg
Uniformity of mass 18/20 <= £ 5% State Pharmacopela XI  has to comply complies
Uniformity of mass 2/20 <= + 7,5 % State Pharmacopela XI has to comply complles
Disintegration Water / 37°C Ph.Eur. 2.9.2 < 30min 10 min
Melting point - open capillary method fat?te Pharmacopoela 34 - 37 °C 34°C
Particle size <= 25 pm microscopic 2 983% 100.0 %
Particle size <= 50 pm microscopic > 99.6 % 100.0 %
Related substances 2,6-Dimethylanitine PV 265 2ZA 1 A 302 £ 004 % <0.01%
REIEEd substances 2-(4-butoxyphenyl)acatic PV 265 Z2A 1 A 301 S 1.0% <0.1%
acl
Related substances Other, single PV 265 7A 1 A 301 < 10% <01%
Related substances Total arithmeticat £ 3.0% <0.1%
Microbiology Ph.Eur. Ph.Eur,5.1.4 Cat.2 complies
Lidocaine hydrochloride Identification PV 221 ZA 1 A 704 has to comply complies
Lidocalne hydrochloride Assay PV 221 ZA1A 704 9.5 - 10.5 ma/Supp 10.0 mg/Supp
Lidocalne hydrochlorlde Assay PV 221 ZA1A 704 95 -105 % 100 %
Lidocaine hydrochloride Uniformity of content PY221 ZA1A 704 Ph.Eur.2.9.6 complies
Bufexamac Identification PV 221 ZA1 A 704 has to comply complies
Bufexamac Assay PV 221 ZA1 A 704 237.5 - 262.5 mg/Supp 248.2 mg/Supp
Bufexamac Assay PV 221 ZA 1 A 704 95-105% 99 %
Titanlum dioxide Identification PY 9400969 ID Ti/BI  has to comply complies
Titanium dioxide Assay Dossier 3.2.P.5.2 90 - 110 % 98 %
Bismuth subgallate Identification PV 9400962 ID Ti/Bi  has to comply complles
Bismuth subgallate Assay Dossier 3,2.P.5.2 90-110% 99 %
Closed by: Y. Koch

Packaging, labelling, storage and shelf life comply with requirements of ND.

The batch has been manufactured according to GMP-Guidelines, complies to the spedfications and is released.

Date/Signature Head of Quality Control:  14/02/2019

- End of Certificate -

STADA Arzneimittel AG, Stadastralie 2-18, 61118 Bad Vilbel, Tel. +48(0)5101-603 0, Fax +48(0)6101-603 259
Quality Contro! Department. For any further questions concerning CoA ploase contact: AZ-Versand@stada de




