JEPKIIKCITYKBA VKPAIHU
AEPIKABHA CIIYIKBA 3 IIKAPCHLKUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM ¥ KMIBCHLKINA OBJACTI

npocniekt Banepis JloGanoscsxkoro, 51, m. Kuis, 031 10, ren/paxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUHCHOBOK
Npo SIKiCTh BBE3CHOro B Yipainy MKRAPCLKOro 3aco0y

019.06.2020 Ne 26066/20/10

BYCKOIIAH®

{madtsenyBanim nikapeukoro 3acoly 3rino 3 peecrpaltiiinmm HOCBLTHEHINA)
PO3UIH Ui i1 exuiil, o 20 mr/vur no 1 ma B amayJi; o S amnya y
((popma sunycky, sosysanng, s naKysatis nixapebkero sacofy)

KapTonuii Kopodui

Homep peectpauiiinoro nocsinuenns UA/6378/02/01 CTPOK Il peecrpaitiinoro nocsiguema 01.01.2099

Cepis nixapenkoro zacoby Ne C05786 Kinekicrs neesenoro nikapeukoro sacoby 16200

BupoGiik bepinrep Inrennxaiiv Ecnana, CA, Icnanis

(nadisenypaniis supoGHuxa nikapebkoro 3acoly, kpaiia TIOXOJUKCHHA }

Beeseno o Yipainy Tosapuerso 3 06MeKEHOIO BIMOBINAIDL I CTIO "CAHO®I-ABEHTIC

YKPAIHA", izenr. xon: 35648623

(nafivenynanng ta xox sa CAPTIOY IOPHIHROT 0co0u abo npissinue, is's, 1o 6

0cofu - NiApKenL, T Micle npomuBaig Ta pecerpauiiinuil Hostep oSnixonoi
nofatkis aGe cepis ta nosep nacnopra)

areEosi (H3nunol
RAPTEH 1IATHAKA

Iporoxon Bisyansuoroe kourpomo sin 02.06.2020 N 1687/18.

3a pesymuratamy  aepiasHoro KOHTPOJII0  BCTAHOBNEHO, IO mikapchbkuii  3acil  peeseno o Yepainy 3

AOTPHMANHSIM BUMOr 33KOHONABCTBA LUOAO 3a6C3NEYeHHS SKOCT] niKapchikux 3acoBin.

Sacryrinuge Hagansnaika CirysiGu

Onekeiit COJIOPAH

(rinnne) (ininiasm 1a npizsmie)

110CANGRA 0CoGa OPTAIY ASPIKABHONO KOHTPOY
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Prat de la Riba, 50, 08174 Sant Cugat

del Valles (Barcelona), Spain e Boehrig ger
Ipar ae na PeiGa, 50, 08174 Caur Kyrar [”h In gelhe;m
Hen Bansec (Bapcenona), Henanus Boehringer Ingelheim Espafia, SA

bepunrep Murenmuxaiin Denana, CA

Certificate of Quality
Ceprndurar Kauecrna

Manufacturing Authorisation number/Homep auueusny ua npoussonctee: 0070

BUSCOPAN®), solution for injection 20 mg/ml
BYCKOITAH®, pacTBop Aast HHberkuui, 20 Mr/ma

Importing country/Umnoprupytowas crpauna: Ukraine/V KpauHa
Country of Manufacture/Crpana-npoussoaurens: Spain/Mcnanus
Active ingredient/AKTHBHBII MHIpe/MeHT: hyoscine butylbromide 20 mg/ml / ruocumnia OyTun6pomuy 20 mr/mn

Marketing Authorisation Number: UA/6378/02/01
Perncrpaitmonnoe ceupetenserso: UA/6378/02/01

Type of the package: | mi in an ampoule; 5 ampoules in a carton box labelled in Ukrainian language.
Ynaxosxa: no 1 ma B amnyse; no 5 aMITYJ1 B KaPTOHHOH KOPoOKe ¢ MapKupOBKOH Ha YKPaHHCKOM A3BIKE,

Batch number/Homep cepun: C05786
Date of Manufacture//lara npoussoncrsa: 09/03/2020
Date of Expiry/Tonen no: 31/03/2023

Batch size/Pasmep cepun: 26.054  packs/ynakosok

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications 1o Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

Ceuaereanctso o ceprudukanun;

OTHM s LOATBEPAKAALO, UTO NpUBEAEHHAS HH(OPMALKA ABNAETCS OCTOBEPHOM 1 TOUHOI, DTy cepHio npomykumHu

ObL10 NpousBeneHo, BKNIOYAn YNaKOBKY / MAPKHPOBKY M KOHTPOJIL KadecTsa Ha BBILIEYIGMYITOM yuacTke(ax) B
TMOIHOM COOTBETCTBHM ¢ Tpefosanuamn GMP, YCTaHOBNEHHBIMH MECTHBIM pery;gg{f@@ug;jﬁ&}pfj (v
COOTBETCTBHHE CO CNEUHOUKALHAMH K Peructpanuonnomy Ceunerenversy, cogﬁf%é‘fﬁﬁi)\ﬂiiec;a BPEE:
AOCkE CTpakbI-WMnoprépa. [poTokonsl nponssoncTea, YTIZKOBKH W aHan130B 6#??1@ %epc{ém@i*pe}
cooTeeTcTBHE GMP J sl v BN

)

foorc
)
)
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Prat de la Riba, 50, 08174 Sant Cugat .

del Valles (Barcelona), Spain ~™ Boehringer
IpaT ne na Puiba, 50, 08174 Caur Kyrar ;m; Inge]hcim

Hen Bannec (Bapcenona), Henanus Bochringer Ingelheim Espana, SA

Bepunrep Uurensbxaiim Denana, CA

Certificate of Quality
Ceprupurar Kauecrsa

BUSCOPAN®), solution for injection 20 mg/ml
BYCKOIIAH®, pactBop AJs MnbeKIHi, 20 Mr/ma

Batch number/ Homep cepun: C05786 Number of analysis/Homep ananuza: 40000145320

Test Specification Test result Unit
HMeritanue Crieundukanus Pesynbrar Eaunnua
Appearance Colourless glass ampoules fifled with a colourless or
: " . conforms
almost colourless solution, free of visible particles
BueurHnii BHI becuseTHbIe CTEK/IAHHLIE AMITYJIbI, COASPIKAIINE
GecugeTHbid nuBo nouTH GeclLBETHLIA pacTBOP, COOTBETCTBYET
cB0BOAHBIN OT BHAMMBIX YaCTHL
Odour Almost imperceptible conforms
3amax MouTH HeoLy THMBIH COOTBETCTBYET
Colour of the solution Not more intensely coloured than reference solution
conforms
BY
Liper pacreopa He 6onee MHTEHCHEBHO OKpallleH, 4eM pacTsop S HRTGEET
cpaBHeHna B9
Clarity of the solution Not more opalescent than reference suspension 0/2 conforms
IMpo3payHocTL pacTROpa OnanecueHuqs He Gonee, 4eM Y CYCIICH3HH P —
cpasHenus 0/2
Identification
Haenruduxanusa
‘Test for bromide Pale yellow precipitate conforms
TecT na Spomuabi BrieaHo-xKENTBIH 0CA0K COOTBETCTBYET
AD 1 BR (HPLC) Corresponding to standard
The retention time of the active ingredient obtained
on the chromatogram of the tested solution should conforms
correspond to the retention time on the
chromatogram of the standard solution
AD 1 BR (BOKX) COOTBETCTBYET CTAHAAPTY
BpeMs yaepKUBaHHA aKTHBHOTO HHIPEAHEHTA Ha
XPOMATOTpaMMe HCIIbITYEMOro pacTeopa A0/BKHO COOTBETCTBYET
COOTBETCTBOBATH BPEMEHH Y/EPHHBAHUA HA
XPOMATOrpaMMe CTaHIapTHOrO pacThopa
AD 1 BR(TLC) Corresponding to standard
The active ingredient Rf value on the chromatogram
of the tested solution should correspond with the Rf conforms
value obtained on the chromatogram of the standard
solution
AD 1 BR (1CX) CooTBeTCTBYET CTAHAApPTY
3nauenune Rf aKTHBHOIC WHIPEAKREHTA Ha
XPOMATOIPAMME HCTIBITYEMOIO PACTROPA NOJIKHO
cOOTRETCTBOBATL 3naveHnio Rf Ha xpomaTorpamme
CTAHAPTHOrO PacTRoOpa
Extractable volume > 1.0ml
- S . ml
The volume is not less than the nominal volume
Hisnekaemolii 00bem > 1.0 mn
Ofnem jomKeH ObITh He MEHee HOMUHAIILHOTO 1.0 MIl
obLEMa

Crpanuua 2 u3 4 COQ-652580-V03




Prat de la Riba, 50, 08174 Sant Cugat i

del Valles (Barcelona), Spain m\ Boehringer

Ipar ae na PoiBa, 50, 08174 Cant Kyrar 1” IV Ingelheim

Hen Bannee (Bapcenona), Menanms Boehringer Ingelheim Espana, SA
bBepunrep Hurensxaiin Dcnana, CA

Certificate of Quality
Ceprudnkar Kauecrna

BUSCOPANR®, solution for injection 20 mg/ml
BYCKOIIAH®, pacrBop aas HHbeKIHH, 20 mr/mn

Batch number/ Homep cepun: C05786 Number of analysis/Homep ananusa: 40000145320
Test Specification Test result Unit

Henwranne Crneundukauns Pesynprar Enwnnua

pH 39-55 4.7

Particulate contamination:
Sub-visible particles
= 10pm = 6000 particles/ampoule I particles/ampoule
> 25um < 600 particles/ampoule 0 particles/ampoule
Mexaunueckue Bimovenus:
Hepwanmuie uactuupl

Z 10 MEM = 6000 vacThu/amnyna I HacTHIVaMmyna
> 25 MkM < 600 vactn/amnyta 0 Yacru/aMnyna
Osmolality 247 - 312 mOsmol/kg 272 mOsmolkg
OceMonaasiocTe 247 - 312 MOcmonn/xr 242 mMOCMOns/Kr
Purity
Yuerora
AD 1 BR(TLC) Further spots must not be visible conforms
AD 1 BR (1CX) Hanereiiiupe naTra He nONKHBL Goith BUAHMDI COOTBETCTBYET

Active ingredient degradation
*Degraded AD 1 BR, present as

BA 345 BR and AD 12 BR <2.0% e .
(TLC} %%
*Any unspecified degradation <0.20 <0.1

product (T1LC) - %,
Degraded AD 1 BR, present as < 1.0% 0.2

BA 790 BR (HPLC) R a;
**Scopolamine hydrobromide <0.1% <0.0

(hyoscine) S o
’I‘ - yraedaite lucis <

(Tc[n?l{hd};i__{g?duon producis <3.0% 0.6 5
MpoaykTer pacnana

AKTHBHOIO HHIPeAHeHTA

*MponyxTsi pacnaga AD 1 BR,

ApeicTaBnennble, Kak BA 345 <2.0% o
BR 1 AD 12 BR (TCX) o
*ThoSoit HeycTanornesubIii <0.29%

NPOAYKT pacnasia (TCX) - %
[Tponyxret pacniana AD | BR,

npeacrasienHtele, kak BA 790 < 1.0% o
BR (B4 °
**Crononamuu ruapodpomna <0.1%

{ruocin) g 9,
Obuwiee konnuectso nponykros <3.0% ;

pacnana (TCX + BIKX) = A

Crpanuua 3 w3 4 COQ-652580-vV03




Prat de la Riba, 50, 08174 Sant Cugat
del Valles (Barcelona), Spain Boehringer
Ipar ne na Priba, 50, 08174 Cant Kyrar [|”| Ingelheim

Jen Bannec (Bapcenona), Henanus Boehringer Ingelheim Espaiia, SA
Bepunrep Hurensxaiim Ocnana, CA

Certificate of Quality
Ceprundurar Kauecrna

BUSCOPAN®), solution for injection 20 mg/ml
BYCKOIIAH®, pacTBop st nHbeknui, 20 Mr/mi

Batch number/ Homep cepuu: C05786 Number of analysm/Homep auanusa: 40000145320
Test Specification Test result Unit
HenbiTanue Crneuudykanms PeaynbTar Eannuua

Active ingredient content
Copepaanne 1eficTBYIOUIEro

BemecTea
AD 1 BR (HPLC) 19.0 - 21.0 mg/ml 20.0 mg/ml
AD 1 BR (B2XX) 19.0 - 21.0 mr/mn 20.0 ME/MIT
Sterility Should be sterile conforms
CrepuiibHOCTh TomxeH ObITL CTEPHIIBHBIM COOTBETCTBYET
Bacterial endotoxins (LALtesty < 175 1U/ml <48 TU/mi

baxrepnajabubie

) <175 ME/mn <4.8 ME/mn
YHHOTOKCHHBI (JIAJ] test)

Remarks/Tipumeuanne: *Carry out the determination under “Identification of AD 1 BR™.
*Qnpeaensior Bo Bpems Tecta “Uaentndukauns AD 1 BR™.
**By-product of synthesis. Result should be taken from the certificate of
analysis of the active ingredient used.
**[|oGouHbIll MPOAYKT CHHTE3a, PesynbTaT OepyT 13 ceprudukara aHaimnsa
HCIIONB3YEMOT0 aKTHBHOIO MHIPEAHEHTA.

Result/Pesynprar: Released/Boimymeno: /‘\ ;l L {; o~ 20l
(Release date)/(/lara Boinycka)

Boehringer
r“h Ingelheim

Boehringer Ingelheim Espana SA
P Gepunrep Murennxaiim Dcnana, CA
Date of signature (CoQ) / Jlata noamien (CK): A 2. AN
Quahﬁcd_ Person / YonHOMOUEHHOE JIMLO: ;kf\: N Audin) '/ j 2 T
(Name, signature) / (Mms, noanues) :

v

Crpanuua 4 u3 4 COQ-652580-V03
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