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FINISHED PRODUCT
I'OTOBBIM NIPOAYKT

Product name / HaumeHnosanwue : UPCARD 3MG CPR 30 RU/AnKapa 30 Tab.yn.

Pharmaceutical form/ ®opma Beinycka : Not Coated Tablets/Tabnetku ana

NepopansHOro NPUMEHeHHA

Batch number / CepuiiHbiii Homep: 9C2755D

Analytical code / AHanuTn4eckui kog: 455757
Manufacturing date / flata npoussoacrsa: 01/10/19

Expiration date / FogeH go : 30/09/22

TESTS SPECIFICATIONS RESULTS
HUCIBITAHHE TEXHUYECKAS XAPAKTEPUCTHKA PE3YJIbTAT
Appearance/BHeLLHWiA BUA, Oblong tablet with 3 breaking lines on both sides/
Shape/®opma YanvHeHHas TabneTka ¢ 3 NoMaroLMMn NMHUAMK C Pass/lMpoxopaT
obeux CTopoH
Colour/Liget White to off-white tablet/ TabneTtka ot 6enoro fo He Pass/[poxogaT
coBceM benoro
Dimensions/Pa3mep About 13.1*6.2 mm/ Okono 13,1 * 6,2 Mm Pass/MpoxogsaT
Average weight and uniformity of weight/
CpeaHuid BeC M OAHOPOAHOCTL BECA >=285.0 <= 315.0 mg
Average mass/ CpefiHsa macca Complies with Eur. Ph. 2.9.5/ CootseTtctayet Eur.Ph. | 302.4 mg
Uniformity of mass/ PaBHOMepHOCTE Macchl 29.5 Pass/lpoxopat
Tablet content uniformity/OgHopogHoCTb
coAepXMMoro TabneTku <= 15,0 (Eur. Ph. 2.9.40) 4.6
Quarter-tablet content uniformity/PaBHomepHoCTL
coaepxvmMoro B Tabnetke <=15.0 (Eur. Ph. 2.9.40) 7.2
Disintegration test/ Tect Ha ge3uHTerpauuio <= 15 min <5 min
Torasemide dissolution/ PacTeopeHne
Topacemuga
Average Dissolution/ CpegHuin PacteopeHue >= 75 % in 30 min 99.5 %
Pass/Mpoxoaat
Torasemide identity (HPLC) MgeHTu4YHOCTL
Topacemuaa (BOXX)
Retention time/ Bpemna yaepxaHus Corresponds to reference/ CooTBETCTBYET CCbifke Pass/lNMpoxogaT
UV spectrum/ Y®-cnekTp Corresponds to reference/ CooTBeTCTBYET CChINKE Pass/MNpoxonaT
Torasemide assay (HPLC)/ Ananua Topacemuia
(BOXX)
Torasemide content/ ConepxaHve
Topacemvaa >= 2,85 <= 3.15 mg/tab 2.96 mg/tab
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FINISHED PRODUCT
I'OTOBBIU ITPOOAYKT

Product name / HaumeHosanue : UPCARD 3MG CPR 30 RU/AnKapga 30 Tab.yn.

Pharmaceutical form/ ®opma sbinycka : Not Coated Tablets/Tabnetku ana

nepopanLHOro NPUMEHeHUs

Batch number / CepuiiHbiii Homep: 9C2755D

Product name / HaumeHosaHue : UPCARD 3MG CPR 30 RU/AnKapa 30 Ta6.yn.

Pharmaceutical form/ ®opma seinycka : Not Coated Tablets/Tabnetku ana
NepopanbHoro NPUMeHeHUA

Batch number / CepuitHblit HOmep: 9C2755D

TESTS
MCIILITAHHE

SPECIFICATIONS
TEXHUYECKAS XAPAKTEPUCTHKA

RESULTS
PE3VJBTAT

Torasemide impurities (HPLC)/ TopacemugHbie
npumecu (B3XKX)

Impurity B/ Mpumeck B

Each unspecified impurity/ Kaxgaas
HeonpeaeneHHas NPUMeCch

Tolal unspecified impurities/ Bcero

HeyKasaHHbIX NpUMecei

<=(.5 % area

<=0.3 % area

<=1.0 % area

<0.3 % area

< 0.3 % area

< 0.3 % area

I hereby certify that this lot is manufactured, packed and labelled under conditions as stated in the current European Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements laid down in

the marketing authorisation.

HacToSIHM TIOATBEPAIAIO, UTO 3T NAPTHs M3TOTOBICHE, YIIAKOBAHA H MADKHPOBAHA B COOTBETCTBMH C YCIOBHAMH, H3/0MKECHHBIMH B JICHCTBYIOIIHMX
IIpaBUIIAX Halexkallel IpON3BOACTBEHHOM npakTuky Enponeiickoro Coro3a List IEKapCTBEHHBIX CPEICTB UL BETEPHHAPHOTO NPUMCHEHH, H 9TO
rOTORas IPOYKIMA BO BCEX ACMEKTaX COOTBETCTBYET TPeOOBAHMAM, H3NOKEHHBIM B PA3PEIIEHHH Ha NPOJAKY. ,

Released by Qualified Person :
Brimyiueno KBanuQHIMPOBaHHBIM JTULOM:

Date : .
Tars: 10 DEC. 2019
Pemcﬁnc:. ACCEPTE
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