Homep ceprudmxara: 19006625

«Huctutyr ne Aurenu C.P.JL» -Jlok. TTpysnnn Ne 103/c- 50066, Peremno (PJ1), Utanua

Istituto @

HoMep nuueusun Ha npoussoacTso: aM-136/2018 natuposannmii 07/11/2018 e DL,MQG”
Ceprudurar GMP MNe; IT/233/H/2018
CepTH)HKAT aHATH3A H COOTBETCTBHSA
Hassanue BYCKOIIAH, cynno3uTopHH pektaibHble, 10 mr 10 cynn. AD GUS
npenapara:
Homep cepun; 932810A Homep ananmsa: 19006118-2-1
Kon Tosapa: 461615 Hata npousBoicrea: 28.10.2019
TIpomexyTouHas cepHsA 932810 Hata neredenns cpoka 10/ 2024
roJHOCTH:
BIX xoa/ynakoBoumHbIii DOJIBTA HaneuaTtaHo: 19.11.2019
MaTepHan; (ATIOMHHHUEBAA)
Homep eneundukauun ann 1010027-843R-03+ND  Koua 3aka3uuka: 652146
NpoBedeHHA HCIILITAHMIA:
Homep cnennduraunn ana 78615_P330A00101
NpoH3BOACTBA:
Homep perncrpaunoHHoro [ N014739/01 Crpannua: |
YAOCTOBEPEHHN;
INokasaTenn
Hopma Peiyabrar Ouenka
Onucanne
Benble HAK LBETA CIOHOBOI KOCTH, Maikue, CooTeeTcTBYET C
npoaoenroBaToi GopME! CYnNO3IUTOPHH
3anax
Bockopoii 3anax CoorsercTeyeT C
Pacnagaemoctn
< 30 mun 12 C
INoananHHOCTR
AD1 (ruocunna 6yvuaGpommn) (BIKX/VD- netextop Ha
AHOAHOH MaTpHLe)
CooTBeTcTBYET CTaHAAPTHOMY ofpasuy CooteetcTBYET C
AD1 (rnocunna Gyruabpomua) (TCX+BIAX)
CooTseTcTBYeT cTaHmapTHoMYy ofpasuy TO
bpomua  (peakumsa ocamaeHHs) CootBeTcTRYET C

IMonoxutenpHbill pe3ynbTar
OaxopoanocTe ao3nposanus (Eep. ®apm.)

ADI (rnocunna 6yrunépomua) (BIMX) 10,0
(MAKCHMAJILHOE 3HAUYEHHE)
AD?1 (riocunda SyTHaGpomun) (BIXX)

(MUHHUMAJILHOE 3HAYEHHUE) 98
ADI1 (rnocunna 6yrunGpomua) (B9XX)
(CPEOHEE 3HAYEHHE) 9.9

ADI1 (rHocunna GyTHaGpomua) (BIXX)

9,99,8999910,010,0999999 C

9.9
PaznosxeHHne AKTHBHOTO HHIPeAHEHTa
BA 345 BR n AD12 (onpenensiembiii xax Tponosas
kuenoTa) (BIXKX)
=1,3% 0,1
(OxeusanentHo 2,0 % noasepruyToro
pasnoxxerHio ADI1)
BA 790 BR (B3XKX)
<1,0% 0,0
(OksuBanentHo 1,0 % noasepruyToro
pasnoxennio AD1)
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Homep ceprudukara: 19006625

®¢
«MucTutyt ae Aurean C.P.JLy» -Jlok. Mpynnu Ne 103/c- 50066, Perenno (BJ1), Hranus ISﬂDlétgnga"
Homep nuuensuu va nponssoncteo: aM-136/2018 natuposanneii 07/11/2018 -
Ceprudukar GMP Ne; IT/233/H/2018
Ceprudukar aHanu3a U COOTBETCTBHSA
Ha3zpanue BYCKOITAH, cynno3nTopun pextansusie, 10 mr 10 cynn. AD GUS
npenapara:
Homep cepun: 932810A Homep ananusa: 19006118-2-1
Koa Tosapa: 461615 JaTa npousBoacrsa: 28.10.2019
IpomexxyTouHas cepusn 932810 Jata ucteuenns cpoka 10/2024
TOAHOCTH:
BIX kon/ynakoBouHbIi ©OJIbI'A HanevaTtaHo: 19.11.2019
MaTepHa: (ANTIOMHHHEBAA)
Homep cnewnpurannn ana 1010027-843R-03+ND  Kon 3akasqmia: 652146
NpoBeaeHHA HCNBITAHNG;
Homep cneundukannn gan 78615_P330A00101
NpOH3BOACTBA:
Homep persctpaunonnoro TTN014739/01 Crpanuua: 2
¥A0CTOBEPEHHR:
Iokazavenab
Hopma PesyawTar Ounenka
Enennyunan vengentupHunpoannas npnumech (BDXX)
=0,2% 0,0 C
Cymma Beex npumeceii (B3XKX)
<2.7% 0,1 C
KonmuecTeenHoe onpeneieHne
AD1 (rnocunna 6yTundpomua) (BIXKX)
9,5-10,5 Mr/cynnosutopwuii 9.9 C
Oduiee Yo a3pobHBIX MUKPOOPraHH3IMOB
<= 1000 KOE'r 0 C
Obutee YHCNO APOHTKEBBIX It MIECHEBLIX FPHGOB
== 100 KOE'r 0 C
Escherichia coli
OtcyTcteue (B 1 1) OrcyTtcTByeT C

Pasmep BeinyiieHHoli cepun (wit.): 27239

Ouenka:

CooTBeTeTBYET

3asmneHHe 0 cepTHHUKALNH:

Hacroswinm noaTsepxaale, 4To Bee MPOH3BOACTBEHHbIE CTAAHH AAHHOH CEPHH rOTOBOTO npoayxTa Gbin
NpoBeeHb B NOHOM COOTBETCTBHH ¢ eBponelickiMH TpeGoanuamu GMP u ¢ TpeGoBannamu
PETHCTPALHOHHOIO YIOCTOBEPEHHA CTPAHL] BBO3A.
Y noAHOMOYEHHOE NHUQ: Modnuce
Hara: 19.11.2019
Ap. cca Tlaona Txuopu
Cepus npoeepena (Otaen dapmauestiueckoro uinycka): Ap. Beatpuce Hannunn Jara; 29.1 1.20 9
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Cert. No : 19006625

Istituto De Angeli S.r.L.-Loc. Prulll n. 103/c- 50088 Reggello (F1)-Haly
Manufacturing Authorization N°; aM-136/2018 dated 071172018
GMP Certfficate No: IT/233/H/2018

istifuto ®
De Angeli
*"’ /

Certificate of Analysis and Conformance

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

Batch No.: 932810A

No. of Analysls : 19006118-2- 1

Article No. : 461615 Date of Manufacture : 26.10.2019
Semifinished batch 932810 Explry date: 10/2024
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 19.11.2019
Testing Spec, No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorization No; PN:014739/01
Page: 1
Tost
) jon esult Evaluation
Appearance
Smooth, white or ivory-coloured, tarpade-shaped Conforms C
suppositories
Odour
Waixy adour Conforms c
Disintegration time
<= 30 min 12 c
identification
AD 1 {Hyoscine butylbromide) (HPLCAY diode
amay )
Corresponding to standard Conforms C
AD 1 (Hyoscine butylbromide} (TLc +HpPLC)
Corrasponding to slandard TO
Bromide (Preciptation
reaction )
Positive Conforms c
Content uniformity (Eur. Ph.)
AD 1 (Hyoscine butylbromide) (HrLC)
10,0 .
{MAX)
AD 1 (Hyoscine butylbromide} {HPLC)
9.8
(MIN)
AD 1 {(Hyoscine butylbromide) (HPLc) 0 o 01
( ¥ UfY' ) 99 /1,5 BOqEOr 5
S WAHECTES
(AVG) 0@ ’&@ ei
f ogcv\“ ATA:
AD 1 (Hyosclne butylbromide} (HPLc) fi= |. a0 ® 'gE
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Cert. No : 19006625

Istifuto ®
De Angeli
-
Istituto De Angeli S..L.-Loc. Prulli n, 103/c- 50066 Regge'lo {Fi}-Hely
Manufacturing Authorization N*: aM-136/2018 dated 07111/2018
GMP Certificate No: I1/233H/2018
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
Batch No.:  932810A - No. of Analysis : 19006118 - 2 - 1
Article No. : 461615 Date of Manufacture : 28.10.2019
Semlfinished batch 932810 Explry date: 10/2024
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 19.11.2019
Testing Spec. No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spac. No.:  78615_P330A00101
Marketing Authorization No: PN:014730/01
Page: 2
Test
Specification Result Evaluation

Active ingredient decomposition
BA 345 BR and AD12 (determined as tropic acid) (HrLC)
<=13% 01 C
(Equivalent to 2,0% of AD1 degraded)

BA 790 BR (HPC)
<=10% 0,0 C
{Equivatent fo 1.0% of degraded AD1)

Any unspecified degradation product (HPLC)

<=02% 0,0 C
Total degradation products (HPLC)
<=27% 0,1 C
Assay
AD 1 {Hyoscine butylbromide} (HrLC)
9,5 -10,5 mg/supp 9,9 c
Total aerobic microbial count
<= 1000 cfulg 0 c
Total combined yeast/mouids count
<= 100 cfulg 0 c
Escherichia coli

Absentin 1g Absent C




Cert, No : 19006625

Istifito ® >

- De Angen
stituto De Angeli S.r.L-Loc Prulli n. 103/c- 50066 Reggello (Fi}-'taly
Manufacturing Authorization N°; aM-136/2018 dated 07/11/2018
GMP Certificate No: (T/233/H/2018
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
BatchNo.:  932810A No.ofAnalysis:  19006118-2-1
Article No. : 461615 Date of Manufacture : 28.10.2019
Semifinished batch 932810 Expiry date: 1072024
BIX codef Pack. Mat. : FOIL (ALU) Printed on : 19.11.2019
Testing Spec. No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.: 78615_P330A00101
Marketing Authorization No: PN:014739/01
S o e Page: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 27239

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-Angelis.r.|
Qualified Person: 10“3““ 9"0",

Date: Dr.ssa Paol G‘fon L
tSs
Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date; 19.11.2019
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