AEKJIAPAIIASA O COOTBETCTBHM

JEKJAPAHT, TIPHHUMAIOINAN TEKJIAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceederur o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyua Qedepanvhoti nanozosol cayxcovt Ne 46 no
2. Mockee 01,01.2008, OI'PH 1027739079940, dama npuceocernus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockeaa, yr. Teepckan, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvneii oupexmop Monaic O.A.

Hoeepennoe auyo: Cmenaroe C.C., dosepennocmy 6/n om 01.12.2017

3AABISAET, UTO

nexapcmeenroe cpedcmeo. Byckonan, mabnremiu noxptimuote obonowroit 10 m2 20 wem., ynavosxu aueticoesie
xonmyprwie (1), nauxu kapmonnvie, PY Ne IT N014393/01 om 15.08.2008 (0ama 3amennt 02.08.2017) evidane
AO "Carnogpu Poccua", cepun 181433, napmun 92400 ynaxoeox, 20der 0o 01.10.2021, npoussodcmea
Henvhapm Peiime, @panyua, Delpharm Reims, 10 Rue Colonel Charbonneawx, 51100 Reims, France, xod
OKITN[2 21.20.10.113, koo TH B3 3004490009, kowmpaxm Ne 250/40056192/F-2 om 20.10.2018, uneotic M
9085325265 om 01.03.2019

COOTBETCTBYET TPEBOBAHUSIM

11 N014393/01-060309 (HI 42-8110-06 usm. MNe 2-6)

JEKJIAFPAITASA MPHHATA HA OCHOBAHWH

npomoxon ucneimariuti Ne 7290 om 14.03.2019 HJI OO0 HI] "PAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®JI40, Cepmugpuxam POCC FR.OM08.C36061 om 14.03.2019

,[[ATA l'lPHHﬂTHﬂ JEKJIAPATIAH 74.03.2019
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S CBEJEHMS O PETHCTPAITAA

OPI'AH I1O0 CEPTHO®UKAINHA, SAPETHCTPAPOBABIIMIT AEKJIAPAITHIO

RA.RU.11®M0O8 OPIAH ITO CEPTHOHKAITHH ITPOIVKIIHH OFI[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, vom. I, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, . 4, am, 5., mea,:(495)788-02-88, eeb-
caiim. oyxx.pg.

AEKJAPAIIVIA O COOTBETCTBHM 3APETMCTPUPOBAHA N POCC RU JJ-FR. OM08.A.18705/19
,I[ATA PEITICTPA.[[P[PI 14.03.2019

Hunenxo H.b.
nopricy” Pyxopogutens OC




Hencapm

CepTudukat cooTBeTCTBUA U aHanNU3a Peiimc

Ha3aBaHuWe nexapcTBeHHOro
cpeacTsa:

Koa 3aKkasuuka / Bepcus:
AKTVBHBIA MHrPeaneHT(bl):
ApTtukyn Ne:

Homep cepuu:

Homep cepumn
HepactacoBaHHOro NpoAaykTa:

JlvueHswa Ha nponasogcTeo Ne:

ponssogcTeeHHan
cnelngukaumn:

Tectosas cneuvdukayma Ne;

Hata npouasoacTea:
Cpok rogHocTH:

Konu4yecTtso BbINyweHHOIA
cepuu:

CepTtudukar cooTeeTCcTBUSA

Crpanuua: 1
HanevartaHo: 15/02/19

BYCKOMAH Tatnetku, nokpbiTble oGonoukoin, 10Mr
Poccua

PerncTpaumoHHoe yaoctoeepenue Ne: M NO14393/01
BrnncTepHana ynakoska x 20

651701 - 029

FuocumHa 6ytunbpomug 10mr/TabneTtka
306930

181433

181433

M 15/292

76586_P330A10103

76586_P510ai0203
76586_P520ai0401

10/ 2018
10/ 2021

92 400 ep.

3aneneHune o cepTudUKaLmMn:

“HacToAawum nogreepxaarto, YTo BbllLeyKasaHHaA WHGOopMaLWs ABNACTCA AOCTOBEPHOW 1
npaBunbHOA. [laHHas cepuA NeKapcTBEHHOrO CPEACTBA NPon3BeAeHa, BKIOYAA YNaKoBKY WU
KOHTPONb Ka4ecTBa, B YKa3aHHOM Bbile MECTe B NOMTHOM COOTBETCTBUW C TpeboBanuamu GMP
MECTHOrO PerynAaTopHOro opraHa v cnetndukauuam, 3aperucTpUpOBaHHEIM B MMNOPTUPYIOLLENR
cTpaHe/ cneludukaLmm Ana uccnepyeMblX NekapcTBEHHLIX cpeacTs. OTYeTH 0 NPOU3BOACTES,
YNaKOBKE W KOHTpONE KauecTea cepun Gbinu NposepeHbl M NPU3HAHLI COOTBETCTBYHOLIMMK
TpebosaHuam GMP. Jliobele oTkNoHeHWs Gbink y4TeHbl A0 BhiNycka cepun. PaspelweHne Ha
3Ty Cepy AaHO YNoNHOMOYEHHbLIM NULIOM.”

15.02.2019 Emanuelle DERVIN
YnonHoModeHHoOe nuuo
noANUCH
Denedapm Peimc
10 Pro Konowenb LHap6oHHo
51100 Pe#mc, Ppanumn



CepTudukar cooTBeTCTBUA U aHaNu3a

HazsaHue nekapcTBeHHOro
cpeacTBa;

ApTikyn Ne : 306930
Homep cepuu 1181433
Homep cepuu 1181433
HepactacopaHHoro

npoaykTa

TectoBaA cneundmrauma Ne:

MNMpouasoAcTBEHHAA cneyudmkauma Ne:

WcneiTaHve

Onucatue:

3anax:
Pa3amepbl: guameTp
Pasmepb!: TonwwrHa

OaHopoaHOCTL Macchl: cpeaHee
aHaveHue

PacnapaemocTb:

3navenve pH:

MNoTeps 8 macce npu
BbICYLWIWBAHWUN:

Tect Ha Bpomugs!;
Wnentucpukauns: AD 1 (TCX)

PasnoxeHwe akTUBHOMO
VHrpeaneHTa:

BA 345 BR (TCX)

AD 12 (TCX)

BA 790 BR (TCX)
HecneunduumposaHHbIi NPoAYKT
pasnoxeHusa (TCX)

BYCKOMAH tabnetkwn, nokpbiThle
o6cnovkoit, 10mr

Kopa sakasuunka / Bepcua: 651701-028

76586_P510ai0203
76586_P520ai0401

76586_P330AI10103
Cneundukauma

Bensle, Kpyrneie, ABOAKOBLINYKIbIE

Henbdapm
Pefimc
CTpaHuya: 2

Hanevaraxo: 15/02/19

Dara npounseoacrea:
24M10/18

Cpox roasocTi: 10/ 2021

Pesynbrar

CooTeeTcTBYET

TabneTku, NOKPbITbIE CaxapHoil oGonoykot

Mo4TH HEOLYTUMBIIA
Oxkono 7,0 Mm
Okono 3,7 Mm

142,5 - 157,5 mr

Cragua 1: 6/6 TabneTtok <= 10 MuH.

Cragua 2: He meHee 16 13 18 TabneTok <=

10 MHH.

45-6,5

£50%

NonoxuteneH

CooTBeTCTRYET CTaHAapTY

He 6onee 0,8%
He 6onee 0,2%
He 6onee 0,5%

He 6onee 0,2% (kaxabli)

CootBeTcTBYET
6,9 MM

3,8 MM

149,6 mr/tabnetka
CoorsetcrByeT
OTpenbHole
3HaJYeHUA:

4 4 4

4 4 8

5,8

4,1 %

CooTeercrayeT

CooTeeTcreyeT

He oGHapyxeHo
He oGHapyxeHo
He oGHapyxeHo

He obHapyxeHo



Ceptucukar coorBeTcTBUA U aHanu3a

HasBanue nexapcTBeHHOrO
cpeacTea:

ApTukyn Ne 1 306930
Homep cepuu 1181433
Homep cepun : 181433
HepactacoBaHHOro

npoaykTa

TecTtoBas cneundukaumna Ne:

MNpoussoacTREHHaA cneundukayma Ne;

WUcnoiTanwe

WaenTudukayun: AD 1 (BIXKX)

Konw4ecTeeHHoe onpeaeneHue:

AD 1 (BOX)

Pacteopexve
Bpemsa: 45 MuH. (BIKX)

OOHOpPOAHOCTL CoaepKaHNUs —
oTAenbHbIE 3HaveHus (10)
(MeToanka Esp. @.) (BIKX)

OAHOPOAHOCTE COAEPXKAHNA —
OTAENbHbIE 3HAYeHWA (10)
{meToauka Eep. @.) (BKX)

BYCKOMNAH TaGneTtkn, nokpeITbie
obonoukoi, 10Mr

Kopa 3aka3uuka / Bepcus: 651701-029

76586_P510ai0203
76586_P520ai0401

76586_P330A10103

Cneundukauus

CooTBeTcTBYyeT CTaHgapTy

9,5 - 10,5 mr/ Tabnetka

{n=6): cpeaHee W oTAENBHBIE 3HAYEHUA >=
75%

(n=12): cpegHee 3HaueHue >= 70%,
OTAeNbHbIe 3HAYEHMA »>= 55%

{n=24): cpepHee 3HaueHWe >= 70%, He
bonee 2-x oTAeNbHLBIX 3HAYEHWA >= 55%,
HW 08HO < 45%

10/10 3Ha4eHuit mexgy + 15,0% ot
CpPEeAHEro 3HaYeHUA CoepKaHus

Ycnoeue A (n=10 TabneTok)
Honyctumoe aHaveHue (k=2.4) aomxHO
BbiTh He Gonee yem 15,0

Densdapm
Peiimc
Crtpaduua: 3

HanevataHo: 15/02/19

lara npoussogcTea:
24/1018

Cpok rogHocTu: 10/ 2021

Pesynbtar

CooTeetcTeyeT

9,9 mr/ TabneTka

CooTBeTcTBYET

95

OTtaencHele
3HaYeHwn:
94 88 98
87 93 97

CooTtBeTcTRYET

OtnencHele
3HAYeHUR:;

96,1 99,9 98,4
97 98,2 98,3
97,4 99,1 985
98

3.0



CepTtudukar cCooTBeTCTBUA M aHanu3a

Oensdcapm
Peimc
Haasann 0 :
caa e."eKapcme""or BYCKOMAH TabneTku, NokpbiTole SUCLLLEEHG
peacTBa: Y
oBonoukon, 10Mr
ApTukyn Ne : 306930 Kop 3akas4uka / Bepews; 651701-029 HaneuaraHo: 15/02/19
Homep cepun : 181433
Homep cepun 1181433
HepacthacoBaHHOro
npoaykTa
TecTosan cneundukauus Ne: 76586_P510ai0203 Darta npowssogcTsa:
24110118
76586_P520ai0401
MpounasoacreeHHas cneywdukauma Ne: 76586_P330AI10103 Cpok rogHocTy: 10/ 2021
UcnbiTanue Cneundcpukauua PesynbTat
Ouenka: CooTeeTcTayeT cneyudmkaumm
[ata ananu3a:  15/02/19 Moanuce
AHanua Ne: 375175 KoHTpons KayecTsa 15.02.2019 Oa MoTpuH

(noanuce)



Certificate of Conformance and Analysis

Froduct :

Customer code - Version:
Active Ingredient(s):
Article No.

Batch/Lot No.:

Bulk Batch No:

N° of Manufacturing Authorization:

EudraGMDP Document Reference No.:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:15/02/15
BUSCOPAN COATED TABLETS 10MG
RUSSTAN FEDERATIO
MARKETING AUTHORTZATION No.:P ND14393/01

BLISTER X 20

651701 029

HYOSCINE BUTYLBROMIDE 10MG/TABLET

306930

181433

181433

M 15/292

45121

T6586_P330A10103

16586_P510ai0203

76586_P520a10401

10 2018

10 2021

92,400 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all the manufacturirg stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
local Regutatory Authority. the €U and with the requiregments of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packeging and analysis records have been reviewed ard
found to be in compliance with GMP. Any deviations have been assessed and ¢losed prior to batch release.

The batch has been released by a Qualified Person”

Emman ERVIN
Qualified Person

Signature 1 5-FEV. 2013

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name

Article No. : 306930
Batch/Lot No : 181433
Bulk Batch No: 181433

Testing Specification .

BUSCOPAN COATED TABLETS LOMG
Customer code - Version: 651701

RUSSIAN FEDERATION
- 029

: 76586_P510a10203

76586_P520ai0401

Menufacturing Specification No.: 76586_P330A1G103

Tests

Description

Odour

Dimensions: diameter

Dimensions: thickness

Average mass

Disintegration time

OH

Loss on drying

ldentification :
{TLC)

Hyoscine butylbromide

Degradation products : BA 345 B3R (TLC)

Begradation products : ADL2 (TLC)

Degradation products : BA 730 BR (TLC)

Degradation products
degredation product

Any unspecified
{TLC)

ldentification
{(HPLC>

Hyoscine butylbromide

Specifications

4 5 2 N TN S B i 2 g I3 T T T R A W ST T Imm Y

Round, white. biconvex, sugar-coated
tablets

Almost imperceptible

About 7.0 mm

About 3.7 mm

i42.5 - 157.5 mg

Requirement A (n=6 tablets) : <= 10 min

Requirement B {n=6+ 12 further tablets)
At Teast 16 values <= 10 min

45 -65
NMT 5 0 %

Corresponding to standard

NMT 0.8 %
HMT 0.2 3
NMT 0.5 ¢

NMT 0.2 %

Corresponding to standard

CELPHARM

Reims

Page: 2

Printed on: 15/02/19

Date of Manufacture: 24/10/18

Expiry Date .

Results

Conforms

Conforms

6.9 mm

3.8 mm

149.6 mg/tab

Conforms

Individua® values:

4 4 4
4 4

5.8

4.1 %

Canforms

Not detectable

Not detectable

Not detectab’e

Not detectabie

Conforms



Certificate of Conformance and Analysis

Product Name :

Article No, .: 306930
Batch/Lot No.: 181433
Bulk Batch No: 181433

Testing Specification . . _:

BUSCOPAN COATED TABLETS 10MG
Customer code - Version: 651701

RLSSTAN FEDERATION
- 029

76586_P510a10203

76586_P520ai0401

Manufacturing Specification No.- 76586 P330AI0103

Specifications

e e L ==

Active ingredient content : Hyoscine
butylbromide (HPLC)
Dissolutton test 45 min  (HPLC)

Uniformity of dosage units: Hyoscine
butylbromide (EP Method)}(HPLC)

Uniformity of dosage wnits: Kyoscine
butylbromide (EP Method)(HPLC)

Remarks:

15/02/19
: 378175

Date of Analysis
No. of Analysis

9.5 - 10.5 mg/tat.

{(n=6) :Individuals »= 75 §

{n=12):Average >=70 % & indiv. >=55 %

(n=24):Average >=70 % &NMT 2 values <
L none < 45 %

Requirement A (n=10)
Individual values (%)

Requirement A (n=10)
The acceptance value (k=2.4) must not
be greater than 15.0

Signature
Quatity Contro!

Aude POITRINE |
15 FEV, 2019/ '

- -

55%

Page: 3

Printed on:

DELPHARM

Reims

15702719

Date of Manufacture: 24/10/18

Expiry Date . - 10 2021
Resuits

9.9 mg/tab.

Conforms

95

Individual values:

94 88 98
97 a3 97
Conforms

Individual values:
96,1 99.9 98.4
97 98.2 98.3
97.4 99.1 98.5
98

3.0



