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HAEKJIAPALIMSA O COOTBETCTBUU

AEKJAPAHT, IPUHUMAIOIWHA JEKJAPALIAIO O COOTBETCTBHHI

AO "Canoghu Poccun"

3apezucmpuposano : Mexcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mocxee OFPH 102 7739079940 om
19.08.2002

Aopec: 125009, 2. Mocxea, ya. Teepcras, 0. 22. Teneghon:8 (495) 721-14-00

B nuye. enepanvnoiii oupexmop Aoaman H.B.

Josepennoe auyo: Knoxoea 10.C., dosepennocms 6/4 om 01.12.2017

3AABJSIET, UTO

Aexapcmeennoe cpedcmeo. Byckonan cyrmosumopuu pexmansuvte 10 me 5 wm., Yhakosry bezvsaueliosnie
KoHmypHbie (2), nauxu kapmonnvie, PY Noe IT NOI4739/01 om 14.04.2009 (Oama 3amenvt 03.08.2017) smdano
AO "Canoghu Poccun”, cepun 8313398, napmus 27795 ynaxoeox, zoden 0o 01.03.2023, npouseodcmea
Hucmumym oe Anzenu C.PJI, Hmanus, Instituto De Angeli S.R.L., 50066 Regello, Loc. Prulli, 103/C,
Florence, Italy, koo OKIT/I2 21.20.10. 113, koo TH B3JT 3004490009, Kormparm No 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085293226 om 01.06.2018

COOTBETCTBYET TPEEOBRAHUSIM
1T N0I4739/01-140409 (HI] 42-7302-06 uzr. Ao 1-4)

AEKJIAPATIMA ITPHHATA HA OCHOBAHUH
npomoxon ucnvimanui Ne 1533 0 om 07.06.2018 HIT OO0 HIJ] "PAPMOBOPOHA" ammecmanm
axkxpeoumayuy POCC RU.0001. 21 ®JI40, Cepmughuxam POCC IT.OMO8.CI15560 om 07.06.2018

NATA TIPUHSITAS NEKJIAPAIMH 07.06.2018
AEKJIAPAIIVSL AEHCTBUTENLHA JIO 01.03.2023

/’/é//// ’
s Knoxosa 10.C.
//;//ﬁBHnHCb ®.N.0
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CBEJIEHMS O PETUCTPALIUN

OPTAH 11O CEPTUPHUKALINU, 3SAPETHCTPUPOBABII U JEKJAPAHHIO

RA.RU.11OMO8 OPTAH 11O CEPTHOHKALIHH ITPOJIYKLUHH OBHIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I{EHTP KOHTPOJIZ KAYECTBA"

adpec op2anusayuu: 115280, 2. Mocxea, yn. Macmepkosa, 0, 4, sm. 5, noa. 1, kom. 1, adpec opeana no
cepmucpurayuu: 115280, POCCHA, z0poo Mockea, yx. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, geb-
caim: oyxkx.pap.

AEKJAPAIIUA O COOTBETCTBUH 3APETHCTPUPOBAHA M POCC IT. OM08./103100
I[ATA%‘E!E;QF CTPALIMH 07.06.2018
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SANOF

Mucruryr ne Anrenz C.P.JI
Jlox. IIpynmu 1. 103/c- 50066 Perremno (®nopennns) — Nranus

CEPTU®UKAT AHAJIM3A

BYCKOIAH cynnosuropun pexranbubie 10 mr 10 cym.

Cepus: 8313398
Jara npomssoncTea: 14/03/2018
Tonen no: 03/2023

HII TINO014739/01-140409

IIOKA3ATEJIH HOPMBI PE3VJILTAT

Onucanue Bensie sim upera cnonosoi kocrw, rianKue, CootBercTyer
IIPOAOATOBATOH GOPMbI CYNNOZUTOPHH

3anmax 3anax Bocka CoorBercTBYET
Bpems pacnanaemoctu <= 30 mMuH 12 MuH.
HoanuuHocTs
- AD 1 (rnocumna 6yrinbpomun) Cootsercrayer CTAHAAPTY Coorrercriyer
BIAX/YD doTtomerp)
- AD 1 (ruocuuna 6yrandpomun) (TCX + CooTsetcTayer crannapry CooTBercTBYET
B3XX)
- Bpomup (peaxuns ocaicnenus) Ilonosxurensras CooTtpeTcTBYET
OnwHoponunocTs A03uposanns (Esp. @.) Cpennee sHauenne 10,1

AD 1 (ruocunnra yrunGpomMmn) {(B3XKX)

Iocroponnne npumecy (BIXKX)

-BA 345 BRu ADI12 <= 1,3 % (OxBuBanent 2,0% pacnaemeroca AD1) 10,0
- BA 790 BR <=1,0% (Oxeupanest 1,0% pacnasmeroca AD1) |0,0
- Eaunuunas HeHaeHTHGHIMPOBaHRAY <=0,2% 0,0
npuMech

- Cymma Beex npumeceii <=2.7% 0,0
Konnyecteennoe onpenenenne (BIXKX)

- AD 1 (rnocumna Oytunbpomun) 9,5 — 10,5 Mr/cynnosutopuii 10,1

Hacrosmum noarsepikiiaro, 9to sruneykaszanuas uH(pOpMaLES SBAICTCS OCTOBEPHOMR 1 IIPABHIIBHOI,
HanHas cepus nexkapCTBEHHOTO CPencTBa TIPOU3BEIEHA, BKIIOYAs YIIaKOBKY # KOHTPONIbL KauyecTRa, B
YKA3aHHOM BBIIIE MCCTE B IIONHOM COOTBETCTBHH ¢ Tpebopanmamy GMP MecTHOrO PETYIATOPHOIO Oprana

M crenuQHuKaiiaM, 3apeTHCTPHPOBAHHEIM B HMIIOPTHPYIOLIE] CTpaHe.

Pewenne: Bemmymen  08/05/2018 Ynonaomouennoe nmano: Dr. Beatrice Nannini

AD «Canodm Pocenan
Anpee: 125009, Mockra. yn. Teepekas, 22. Ten.: (4933 721-1400. Qawc: (495) 725-1411.



Cerl. No : 18002943

Istitute D Angell S.r.L.Loc. Prull n. 1037c- 50066 Reggelio (Fi-liaty
Manufacturing Authorization N°: aM-32/2016 del 02/03/2016

Istitito &
De Angoeli
- M

Certificate of Analysis and Conformance

Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS

BatchNo.: 831339B

No. of Analysis :

18002415 2-1

Article No, : 461615 Date of Manufacture : 14.03.2018
Semifinished batch 831339 Expiry date; 0312023
BIX code/ Pack. Mat, : FOIL(ALV) Printed on ; 08.05.2018
Testing Spec, No. : 1010027-843R-03 Customer code: 652146
Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorization No: PN:014730/01
Page: {
Test
Specification Resuit Evaluation
Appearance
Smooth, white or ivory-coloured, torpado-shaped Conforms C
suppasitories
Odour
Waxy odour Conforms C
Disintegration time
<= 30 min 12 c
Identification
AD 1 {Hyoscine butylbromide) (HPLOAN diode
aray )
Corresponding to standard Confarms c
AD 1 (Hyoscline butylbromide) (1.6 «HpLC)
Corresponding o standard TO
Bromide (Precipitation
reaction )
Posltive Conforms C




Cert. No : 18002043

Istifuto ©°
De Angeli
- e
Islluto Da Angell S.rL. Lot Prull . 103/c- 50066 Reggeto (Fi)Haly
Manufacturing Adthorizafion N°; aM-32/2016 del 02/03/2016
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
BatchNo.: 831339B No. of Analysis : 18002415 - 2- 1
Article No. : 461615 Date of Manufacture : 14.03.2018
Semifinished batch 831339 Expiry date: 03 /2023
BIX codef Pack. Mat, : FOIL (ALU) Printed on : - 08.05.2018
Testing Spec. No. : 1010027-843R-03 Customer code: 652148
Manufacturing Spec. No.:  78615_P330A00101
Markefing Authorization No: PN:014739/01
Page: 2
Test
Specification Result Evaluation

Content uniformity (Eur. Ph.)
AD 1 {Hyoscine butylbromide) (srLc)

(RSD)

AD 1 (Hyoscine butylbromide) (HrLc)
(MAX)

AD 1 (Hyoscine butylbromide) (tpLc)
(STD)

AD 1 {Hyoscine butylbromide) (rric)
(MIN)

AD 1 (Hyoscine butylbromide} (urie)
(AVG)

AD 1 (Hyoscine butylbromide) (tpLc)

Active ingredient decomposition
BA 345 BR and AD12 (determined as tropic acid) (wric)
<=13%
(Equivalent to 2.0% of AD1 degraded)

BA 790 BR (HPLC)
<=10%
{Equivalent fo 1.0% of degraded AD1)

Any unspecified degradation product (+rLc)
<=0,2 %

Total degradation products (uHpLc)
<=27%

10,1

10,1 10,0 10,110,1 10,1 10,110,189 9,9 c
10,0

00 c

0,0 C

0,0

0,0




Cert. No » 18002943

Istifirto ©°>
De Angeli
Isfituto De Angeli S.r.L.-Loc. Prulli 5. 103/6- 50085 Reggetlo {Fi}-ltaly
Manufacturing Autherization N°:aM-32/2016 del 02103/2015
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
BatchNo.:  8§31339B No. of Analysis : 180024152 - 1
Article No. : 461615 Date of Manufacture : 14.03.2018
Semifinished batch 831339 Expiry date: 0372023
BIX code/ Pack, Mat. FOIL {ALU) Printed on : 08.05.2018
Testing Spec. No. : 1010027-843R-03 Customer code: 652146
Manufacturing Spec. No. 1 78615_P330A00101
Marketing Authorization No: PN:014739/01
Page: 3
Test
Specification Result Evaluation
Assay
AD 1 {Hyoscine butylbromide) (Hric)
9,5- 10,5 mg/supp 10,1 c

Batch quantity released (pcs) : 27795 Number of the Normative Document: P N014739/01-140409

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.

fstitut -ef\gggii 8.1,
Qualified Person; ‘Q“E"?r SO Farson

Date: ' Dr.ssa Raota Gioet .
03. 95 W
Batch Review (Pharmaceutical Release Dept.); Dr. Beatrice Nannini Date: 08.05.2018

U End of Repor v



