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HaumeHoBaHue nponykra . KAPOHKET TabneTky ApONOHrHPOBAHHOrO NeHcTais 20 Mr

product name KARDIKET retard tablets 20 mg
Cepusa Ne : 7670101

batch no.

Ipoaykt Ne : 1008600

article no.

crenupHKalHHu : P080.SPZ.03F/00 dated 31.01,2006

specfication

Jlata npon3soacTea : 01/2021
date of manufacture

XapakTepucTHUKK KayecTea TpeboBaHuUA KayecTBa PesyneTar
Quality Characteristics Quality Requirements Actual
Csoicrea

Properties

BHewHwnit Bua
BusyaibHBIN# KOHTpONB Genas TabneTka
BEpPXHAA CTOPOHA: Muiockas C dackoil 1 nunHei
pa3noMa: C O/IHOH CTOPOHBI OT IHHHH PA3NIOMA

orruek ,, [R”, ¢ apyroit ,,20” COOTBETCTBYET

OBpartnas cTOpoHa: BbINYyK/as, HAAMHCH
»SCHWARZ PHARMA”

Appearance white tablet

Visual examination upper side: flat with facet and break score

engrave: ,,IR” break score ,,20"
reverse side: arc shaped, inscription complies
~SCHWARZ PHARMA“

3apax

Odour

OpraHoNenTHYecKuit KOHTPONIb Be3s zanaxa COOTBETCTBYET

Sensory examination odourless complies
89-92mMm/ mm 9.0 MM / mm
29-32MM/ mm 3.2MM / mm
250 +6mr / mg 249 mr / mg
B cootBeTcTBHM ¢ EBp.Mapmakoneeit COOTBETCTBYET

according to Ph.Eur. complies

wla
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Hanmenosanue nponykra  : KAPJMKET TabneTk nponoRrupoBaHHoro aeicrams 20 mr

product name KARDIKET retard tablets 20 mg

Cepus No : 7670101

batch no.

IMponyxT Ne : 1008600

article no.

cneuudUKaLHH : P080.SPZ.03F/00 dated 31.01.2006

specfication

XapaKTepucTUKK KayecTBa TpeBoBaHunA KavyecTea Pesynbrar

Quality Characteristics Quality Requirements Actual

Teepaocts He menee 45 H 60H/N

Hardness NLT45N

PBIXJIOCTL He 6onee 1.0 % 02%

Friability NMT 1.0 %

Maenruynocts

Identity

W3ocopbuna auHuTpar

‘Meton BOXX B COOTBETCTBHHU C 3TaJ0OHOM BELLECTBA COOTBETCTBYET

Isosorbide dinitrate

HPLC determination to comply with reference substance complies

Yucrora

Purity

[ToctopoHHKe HUTPATHI *

Metox TCX He Gonee 0.25 % oTHocuTensHo uaocopbuaa

; ; . [VHWTpaTa ANs KaX[oro NsTHa He 0BHapyxeH
?I’"é‘ﬁ“ t‘“t“’?‘“t. NMT 0.25 % related to isosorbide dinitrate not detectable
etermination for each spot
CymmapHo He Gonee 0.5 % oTHocutensHo He obuapyxeH
n3ocopbuaa avHuTpaTa not detectable
in total: NMT 0.5 % related to isosorbide
dinitrate
iy L5 1
~j'j_:-)M\cr_o.u:ra3bxpomz0rpa¢un He 6onee 50 yacteit Ha MJIH 10 yacreit Ha MITH
\Gaschromatographic NMT 50 ppm / ppm
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HaumeHnoBaHue nponykra
product name

Cepus No
batch no.
TMponykr Ne
article no.

cneunduKaLuy
specfication

XapaKkTepuCTHKM KayecTsa
Quality Characteristics

: KAPJTUKET Ta6neTku npoioHrHpoBaKHOTo AeitcTBHA 20 Mr

KARDIKET retard tablets 20 mg

1 7670101

: 1008600

: P080.SPZ.03F/00 dated 31.01.2006

Tpe6GoBaHua kavecTBa PeaynekTar
Quality Requirements Actual

KoauyecTsennblii anamms
Assay

H3ocop6una AMHMUTPAT
Meton BOXKX
Isosorbide dinitrate
HPLC determination

Bemnyck npenapara
Drug Release

H3ocopbuaa ouHUTpaT

Meton: USP XX <711>
Annapar 3

Cpena: 800 M1 HCKyCCTBEHHBIH

wenynoyHoro coka, TS, USP XXII,

Oe3 nencuxa
Meton BXX

Isosorbide dinitrate

method: USP XX <711>, apparatus 3

medium : 800 ml gastric

fluid, simulated, TS USP XXII,
without pepsin

HPLC determination

nocne 2 4yacos
after 2 hours

nocne 4 yacop
after 4 hous, )‘_i.‘t'\:‘{?_‘“"

Kp mpuu oL \/ ’C,\ 3!
ac cﬁt&n %gl"&p\ =

’B{JA TMBU

(19.0 - 21.0 Mr// mg)

95-105 % 101 %
25-50% 44 %
45-80 % 72 %

He MeHee 65 % 86 %
NLT 65 %

8 cooteeTcTBUM ¢ USP XXII<724>,

Tabnuua oueHkw 1: yposeHs 1, 2, unu 3 Yposens |
according to USP <724>, acceptance table 1 L2

Level (L1, L2, L3)

",
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HauMeHoRaHue nponykra
product name

Cepus No
batch no.
[TponykT Ne
article no.

crietnpUKALHK
specfication

XapakrepucTuKM KavecTea
Quality Characteristics

KARDIKET retard tablets 20 mg

: 7670101

: 1008600

: P080.SPZ.03F/00 dated 31.01.2006

TpeboeaHus KayecTBa
Quality Requirements

 KAPJIMKET Ttabnerxu nponoHruposaHxoro nefcteug 20 Mr

PeaynbTar
Actual

HON0rnyecK T 2

icrobiologi ity **

* tested on every fifth batch
 tested on every tenth batch

Kateropus 3A B cooTBeTcTBHM ¢ EBD.
Dapmakoneeit, 5.1.4.

» MUKpPOGHONOrM4ecKoe Ka4yecTBo
(bapmaleBTHYECKUX NpenapaTos»

Category 3A according to Ph.Eur,, 5.1.4.
‘Microbial quality of pharmaceutical

preparations’

Konrtpons xaxnoi natoit cepuu
Koutpons xaxnoit necaroit cepun

He TecTupoBanach

not tested

KAPIUKET Tabnetkn nponoxruposannoro aeiictens 20 Mr yKasaHHON CEPUH COOTBETCTBYIOT

crneunuKaLuu,

KARDIKET retard tablets 20 mg of the above described batch meet the specification.

Difcuka dapmaceiotkam M'moX
Aesica Pharmaceuticals GmbH

ARSI Y

Dr. Ulrich Baumeister

N B

Hcnonnurens KOHTPO/14 COOTBETCTBHA AOKYMEHTALIHH

Quality Assurance Facilitator



NOATBEPXAEHHUE

Ne2021/0148 ot 13.08.2021

0 COOTBETCTBHUH JIEKAPCTBEHHOTO [TPETTAPATA TPEBOBAHMAM,
YCTAHOBJIEHHBIM I1PH EI'0 I'OCYIAPCTBEHHOM PETMCTPALIMU

TOPrOBOE HAMMEHOBAHME Kapanker®
MEK/VHAPOAHOE HEMATEHTOBAHHOE | |,
HAMMEHOBAHME 3ocopbuaa AuHuTpaT

C2-Internal

NEKAPCTBEHHAA ®OPMA, 0O3UPOBKA

TabneTkn nponoHruposaxHoro aeicrTsma 20 mr 10
wr., 6aucrepsl (5), Na4Ykn KapToHHbIE

HOMEP CEPUU 7670101

1 OBBEM NAPTUN 143879 ynakoBok
DATA BBINYCKA / TOAEH 40 01.01.2021/ 31.12.2025
e e g
NPOV3BOANTENSA bl n SR Sraae 20

40789 Monheim, Germany, cTpaHa: lepmauua

HOMEP U JATA PY

M NO13273/01 ot 19.09.2011 (pata sameHsl PY
25.12.2019), sbigaHo AnsoreH ®apma TpedguHr
Hpon EQOM, bonrapua

HOMEP HOPMATUBHOW LLOKYMEHTALUN

MN013273/01-190911, n3m. Ne 1 ot 24.04.2012 r.,
Ne 1 o7 30.05.2013 ., Ne 2,3,6 or 26.08.2016, Ne 4
071 12.05.2017 r., Ne7-9

NACNOPT NPOU3BOAUTENA/CEPTUGUKAT
AHAJIU3A

Ne 6/ oT 17.06.2021

Ha ocHOBaHWM NpeaoCTaBNEHHON WHOCTPaHHBLIM npoussoguTenem uHGOpMaunK,
NoATBEPMAAIOLLEN, YTO CEPUA NEKAPCTBEHHOrO npenapara 6bina npouW3seaeHa U NposepeHa B
COOTBETCTBMM € JIMLEH3WEeH Ha NPOM3BOACTBO NEKApPCTBEHHbIX cpeacTs, TpeboBaHWMaMMK
perMcTpauMoHHoro pocee, TpebosaHuamu MNpasun Hagnexauleh NPOU3BOACTBEHHOM NPAKTHKM
(yreepxaeHbl Mpukazom MUHUCTEPCTBA NPOMBILLAEHHOCTY U Toprosau PO ot 14 uioHa 2013r.
Ne916), a Takke WHbIMW TpPebOBAHWAMM, YCTAHOBNEHHBIMM HOPMATUBHBIMM NPaBOBLIMY

aktamu Poccuiickoit Pegepauuu.

NexapcTeeHHbIit npenapat: KapaukeT® - TabneTku nponoHruposanHoro ageicrsna 20 mr 10
wr., 6Baucrepsl (5), naukn KapToHHbie, cepun: 7670101, naptua: 143879 ynakosok,

COOTBETCTBYET TpeboBaHWAM, YCTAHOBNEHHBIM NPU €ro rocyAapCcTBEHHOW perucTpaumu.

nponyuuv!;waa K BBOAY B rpaxKaaHckuit o6oport.

o e — >

1= (no,
ﬂz oT 26 AHB
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CeptuduKar kayecrea

O neranbHOM cTaTyce W
NPOAYKTOB NEepeMeLlaeMblX Ha MEMAYHAPOAHbIN PbIHOK
HavmeHoBaHne u nexapcreeHHan dopma

npogyKra KAPAMKET Tabnetku
NPONOHIMMPOBaHHOro geicteua 20 mr.

Cepun Ne 17670101

Mpoayxr Ne :1008600

FoaeH 4o :12/2025

Ycnosua XpaHeHuWA: Npy TemnepaTtype He sbiwe 25 °C

Npouseopurens (rotosas 1)
ditcuka PapmackioTukans MmbX, Manuneiwrpacce 6, 08056
Lisukay, lepmariva

BbinycKatowmii KOHTPONL KavecTea:
iicuia PapmackioTukans FmM6X, Ansdpea-Hobenw-WTpacce
10, 40789 MoHxalim-Ha-Peline, Mepmannn

HaumMeHOBaHVE W KONWYECTBO KaXA0ro akTMBHOTO BeLecTea:
OpHa Tabnerka copepmut 20 mr M3ocopbuaa guHuTpaTta

HacToRwuM NoATBEPKAIETCA, YTO YKA3AHHBINA NPOAYKT
npowu3BoAMTCA B COOTBETCTBUM C pEKOMEHAauuAamin BO3a
«Hamemaume NPaKTHKK NpU NPOM3BOACTBE U KOHTPONE
KayecTsa nekapcTeeHHbIX cpeacTs» (GMP) u B cooTeercTevnm
HaUMOHANBLHOM 33KOHOAaTenscTee PeaepaTMBHON
PecnyBaunku MepmaHua,

YNakoBOYHbIE U UCXOLHbIE MATEPHUanbl TaK e, KaK U
NPOM3BOACTBEHHbIN NPOLECE, MPOMENYTOYHARA U rOTOBARA

NPOAYKUUA NOANEKAT KOHTPOANID KAYeCcTsa, YCTAHOBAEHHOMY B

HALUMOHANBHBIX W MEKAYHAPOAHLIX papMaKoNeAX, CTaHABPTAX
FIP 1 PIC u pabouux npoyeaypax 3icuka PapmacbioTikan3
mbBX 1 cooteercrayer cneuudrukaumm 8 HopMmatueHon
JloRYMeHTaUMKU CTPaHbl — UMNopTEpa.

Kacaemo gpapmauesTUieckux, GU3NHECKNX, XUMUYECKUX W
MUKPO6GUONOTHYECKUX NapamMeTpoB, Tpebyemoe KadecTso
Kamaoh cepuu nogreepmaaetch. COOTBETCTBYIOWAA
AOKYMEHTALMA XPaHUTCA B apXUBE B TEYEHWe LWeCTKH nerT,
TaKMe KaK W 3aNUCH AOCHE Ha CEpHIO.

Hacronawmm Ml TaK:Ke NOATBEPKAIEM, YTO BbILIEYNOMAHYTHIN
MPOAYKY COOTBETCTBYET YCTAHOBABHKbIM CNeuupuKaLuam n
BLINYLEH COOTBETCTBYIOWMM KBAAMOULMPOBAHHLIM
3KCNepTom.

3amevaHusn: H/N

Jiicuka DapmaceloTukans MmbX

Qualified Pers
Monheim,

Kayecrse  $apmaueBTUYECKMX

CERTIFICATE OF QUALITY

on the Legal Status and Quality of Pharmaceutical Products
Moving in International Commerce

Name and dosage form

of product : Kardiket retard tablets 20 mg
Batch no. : 7670101
Article no. : 1008600
Expiry date :12/2025

Storage conditions: Do not store above 25°C

Manufacturer (manufacturer of the finished dosage form):

Aesica Pharmaceuticals GmbH, Galileistrasse 6, 08056
Zwickau, Germany

Batch release site:

Aesica Pharmaceuticals GmbH, Alfred-Nobel-Strasse 10,
40789 Monheim am Rhein, Germany

Name and amount of each active ingredients:
One tablet contains 20 mg Isosorbide Dinitrate.

It is certified that the product is routinely manufactured in
accordance with the WHO recommendations of "Good
practices in the manufacture and quality control of drugs"
(GMP) and in accordance with the national legal
requirements of the Federal Republic of Germany.

Packaging and raw materials as well as manufacturing
process, the bulk product and finished product are subject to
quality controls set forth in national and international
pharmacopoeias, F. |. P.and P. |, C. standards and operating
procedures of Aesica Pharmaceuticals GmbH and comply to
the specifications in the Marketing Authorisation of the
importing country.

With respect to the pharmaceutical, physical, chemical and
microbiological specifications the required quality of every
batch is ascertained without reservations. The respective
documentation will be kept on file for six years as master
batch production record.

We hereby also certify that the above-mentioned product
conforms to the established specifications and Is released
accordingly by the responsible qualified expert.

Remarks: n/a

N, hdeioe

UcnonHuTens KOHTPOAA COOTBETCTBUA AOKYMEHTALMI
Quality Assurance Facilitator



000 «CHBUPCKHUI HEHTP JEKJIAPUPOBAHUS U CEPTUOHUKAIIUNA»
(000 «CILAC»)
630007, POCCHSI, Hosocubupcekas o6aacrs, Hosocnbupcek, yi1. Kommyuucruueckas, a. 35,
0. 344, Ten./daxc (383) 209-02-54
Hcnbrrarensnasn nadoparopus 000 «CIICy
659325, POCCHS, Asrraiicknii kpaii, Buitex r, 3aBogckas yu., 1. 69, 3panue uexa mo
nepepaboTKe PACTHTEIBLHOTO CHIPLY,
Teq. +7 (913) 086-25-31, e nerites

VHUKaNbHBI HOMEp 3aHcH 06 aKKpeaUTALHH S of

YTBEPXIIAIO
enW HJI 000 «CLIACY
/ }O.B. Cenesnena

«13» aBrycra 2021 r.

IMPOTOKOJI HCIILITAHUM
Ne 4986/03.21 ot «13» aBrycra 2021 r.

Hanmenosanue obpasna (o0bexra) mensitanmii: Kapauker® Tabietku [POJIOHTHPOBAHHOTO
aecrsug 20 mr 10 mt., Gnucteps! (5), HaUYKH KAPTOHHEIE

Cepusa: 7670101

T'onen mo: 31.12.2025 ,
IlpeanpuaTue-n3roToBuTenb, cTpaHa: Difcuka MapmacslOTHKAN3 | MOX, I'epmanus/Aesica
Pharmaceuticals GmbH., Alfred-Nobel-Strasse 10, 40789 Monheim, Germany

Hudopmanus o 3akasumuKe (HauMeHOBaHHE H KOHTAKTHbIE JaHHbIE 3AKA3YNKA):

3A0 «Texxauecro» 109044, r. Mocksa, yn. JIuHamoBckas, 1.1A, 0.400 mma 000 «3enTtHna
®apma» 127055, Poccns, r. Mocksa, yi. HoocmoGoaexkas, x 31, c1p 4, nomemenue VI

Jata nonysenns obpasua (o6vexra): 13.08.2021 no nanpasnenwuio No 25470-71C/62

Undopmauns o6 orbope o6pasua: npegocrasnena saxkasuuxoM 3A0 «TexxayecTBo»

(Jlaboparopus He OCylecTBIsET 0TOOP 06PA3IOB K HE HECET OTBETCTBEHHOCTH 34 CTATHIO otbopa
06pa3nos # HHPOPMALHIO, IPEOCTABICHEYO 3aKA3IMKOM. )

HpenTadukauns noerynusmux obpasuos: Kapmuker® TabeTks NpOIORTHPOBAHHOIO NEHCTBUS
20 mr 10 mrr., 6imcTeps! (5), Na4ku KAPTOHHBIE

IlocTynuao Ha uenbiTaHus: 3 YIakoBKY

IesocTHocTh Ynakosku: He Hapyuiena

Hopmatusnan noxymenramms: [T N013273/01-190911 uam No 1 or 24.04.2012, Mam Ne 1 or
30.05.2013, Ne2-3, Ne 6 ot 28.08.2016, Ne 4 or 12.05.2017, Ne 7-9

per. yax. Ne IT N013273/01 or 19.09.2011 (mara samensr 25.12.2019) mesmmano Amsoren Papma
Tpetiguar FOpon EOOJI, Bonrapus

YECACHIA.MCNBITAHNI TEMITIEPATypa OKpyXKaromero Bosayxa or +20,0 °C no +25,0 °C;
foHAA BITAKHOC: \OKpYXaromero Bo3atyxa ot 30 % o 75 %; atMocdeproe nasnerue or 87
kIla o/ fQﬁ/cha. \e)
Cpencrsd uswepgiitl> |~ |
JIaTa(kiﬁ hgomﬁ‘élﬁm He _éﬂaunﬁ: 13.08.2021-13.08.2021

Ne
n/n

TpeGobanns Kk KavecTsy no PesynwsraT uenbiTarui
HOPMaTHBHOMY JOKYMEHTY.

Crp. 1 33



(xapakTeprcTHKH).
Meron (veToanka)

Eannuus! usmepenuii.

HCMBITAHHI,

1. | Onucanue Kpyraste Tabnerku Genoro usera, Ges sanaxa.  [Kpyrnsie rabnerin Genoro usera, 63 3anaxa.
C oot cropons! nockue, ¢ hackol 1 puckol | C om0 CTOPOHBI NIIOCKHE, ¢ tackoit u
¥ rpaBHpOBKOH Han puckolt - «IR», noa puckolt | prckoit W rpasupoBKo# Han pHEKOH - «IR»,
- «20% (an= Tabaerok 20 mr), «40» (ans noa pucko# - «20»; ¢ Apyro# CTOPOHEI -
rabnerok 40 wmr), «60» (ans rabaerok 60 Mr); ¢ | emyknsie ¢ rpasuposkoi «SCHWARZ |
\XPYroH CTOPOHBI = BRITYKNBIE C rPABHPOBKO# PHARMA®.
«SCHWARZ PHARMA»,

2. | Ynakosxa [lo 10 rabnerok B Gucrepe uz 10 Tabnerok 8 Gaucrepe moaunponHneHoBoH
NONHNPONHACHOBO! HONBIH, Wik npospaunoli  |honsru.
nonMnponuaeHoBoi honern u Gonsru
ANFOMHHHCBOH , HIIH U3 NIICHKH
Inonusmmmcpnnaoﬁ u donsry
AMIOMHHHEBOH.
ITo 2 wau 5 GaucTepoB BMeCTe ¢ HHCTPYKUMEH |5 GIHCTEPOR BMECTE ¢ WHCTPYKUKei no
N0 NPUMEHEHUIO B KAPTOHHOMH nauke. MPUMEHEHHIC B KAPTOHHON navke.

3. | Mapkuposka 1) Tepeuunay ynakoska 1) [epeutHas ynakoska

Ha GincTepe Ha pycckoM A3bIKe YKa3EIBAIOT:
[ToproBoe HauMeHOBAHKME Npenapara ¢
npenynpeauTensHON Mapkuposkol ®, MHH,
InexapcTBeHHY 0 (hopMy, HOIHPOBKY, JOTOTHI
Alvogen, «Cepus New», «[lara waror.:», «omen
|10:», NpoU3BOACTBEHNBIH KOA{BI).

2) BropHiHas ynakoska

Ha nauke KaprOHHOM Ha PYCCKOM 83bIKeE
yKa3eiBaloT: ToproBoe HaAMMEHOBAHHE
npenapara ¢ npeaynpeauTensiiol MapkupoBkoH
®, MHH, nexapcTBeHHYI0 (HOpMY, 1O3HPOBKY,
KONMHECTBO TabNeToK B YNakoske,
HAHMEHOBAHWE AKTHBHOTO BELUECTEA W €ro
KonuyecTso B 1 TalneTke, nepeucHs
BCIOMOTATENLHLIX BEWECTB, ¢nocot
npuMeHeHns «Jlna npuema BHYTpeY,
«[TokasaHKs k IPUMEHEHHIO ¥ cnocob
MPUMEHEHHA CM, MHCTPYKIHIO, BIOKEHHYIO B
lynakoBky», «Jlns feueHus uieMHYeckon
(Gone3nw cepauay, yCnosus OTIYCKa, YCNOBHE
[XpaHEHUH, «XPAHHUTE B HENOCTYTIHOM TR NETeH
mecte!n, norotun Alvogen, HaiMenosanue,
anpec U CTpaHy KOMMaHWH-NPOM3BOLNTENS;
HAKUMCHOBAaHHE, anpec v CTpany KOMNaHwH,
OCYUECTBANIOWEH BLIYCKAIOWHA KOHTPONE
KauecTBa; WTPHX-KO/, HOMEp
PETHCTPALMOHHONO YAOCTOBEPEHMS; HOMEP
cepun «Cepustin unu «HC:»; naty okonvanus
cpoka roauocti «loned ao:» uim «Chy,
NPOH3IBOACTBEHHbIC KOB! MPOW3BOANTENS;
IAHHLIC J11 MOHHTOPHHTE ABHKEHHS
NEKAPCTBEHHBIX CPEACTB (nndopmarmio o
cepuanu3auu): 2D-MaTpuke Kox, Koa
npoaykra GTIN «KIT:», cepuitisiii Homep
«CH:»,

panenue: [Tpu Temneparype He poime 25°C.
POK FOIHOCTH: 5 neT

Ha 6nucrepe Ha pyCCKOM #3bIKe yKa3aHo:
‘Toprosoe HauMeHOBaHWe Npenapara ¢
pENYNPEANTENRHON Mapkuporkol ®,
MHH, nexaperaeunas dopma, A03HpoBKa,
norotun Alvogen, «Cepua Neww, «Jlara
W3roT.:», «"oeH 10:%, MPOH3BOACTBEHHLIH
Kou.

2) Bropuunas ynakosxa

Ha nauke kapTOHHOH Ha PYCCKOM A3bIKE
yKa3ano:

IToproBoe HaNMEHOBAHKE NIpEnapaTa ¢
npeaynpenuTensHoit Mapkuposkoit ®,
MHH, nexapcraenHas (popMa, 103MPOBKA,
KOJIM4ECTBO TAGNETOK B YNIAKOBKE,
HaMMEHOBAHNE AKTUBHOTO BELIECTBA U €r0
konmuyecTso 8 1 Tabnerke, nepeyeHs
BCMIOMOraTe/IbHEIX BEILECTB, CNOCOG
npuMeHenHHa «[Ina npueMa BHYTpPB.»,
«TTokasanus K NPHMEHEHUIO U Cnoco6
NPHUMEHEHNA CM. HHCTPYKLIHIO, BIOKEHHYIO
B ynaxosky.»; «J1a neuenus wmemmnseckod
Gonesny cepauay, YCHOBHs OTTyCKa,
[YCIOBUA XpaHeHH#, «XpaHuTs B
HENOCTYNMHOM IR AeTeH MecTe!», A0roTHN
Alvogen, HauMeHOBaHWe, aIpec ¥ CTpaHa
KOMNAHWH-TIPOM3BOINTENN; HAHMEHOBaHME,
ANpec U CTpaHa KOMNAaHuK,
OCYLIECTRAAIOLIEH BRINYCKAIOLIHHA KOHTPONE
KAYECTBA; WTPHX-KOI, HOMEP
PErHCTPALHOHHOTO YAOCTOBEPEHHS; HOMEP
cepun «Cepus:n, IaTy OKOHYaHHS CpoKa
rogHocTH «[0neH 10:», MPOU3BOLCTBEHHEIE
KOJILI NPOM3BOINTEIN; NaHHBIE AN
IMOHMTOPHHTA ABIKEHHA NEKAPCTBEHHBIX
cpencts (uudopmauns o cepuanuIalum);
2D-marpuke kon, kox npoaykra GTIN
«KTT:», cepuitiniii Homep « CH:».

XpanuTh NpH TEMMEpaType He Bhlwe 25°C.
Cpok rogHocTH: 5 ner

Crp. 2133




Kapauker® rtabnetkn npomomrmposarHoro gneifictus 20 mr 10 mm., Gawcreps! (5), mauxu
KapToHHbIe, ceprr 7670101, npoussomurens Diicuka Papmacsrotukans ['m6X, [epmanus/Aesica
Pharmaceuticals GmbH., Alfred-Nobel-Strasse 10, 40789 Monheim, Germany, BBLACPKUBAET
ucnbITanus TpeGosanmit I1 NO13273/01-190911 u3m Ne 1 ot 24.04.2012, Mam Ne 1 ot 30.05.2013, Ne2-3,

Ne 6 ot 28.08.2016, Ne 4 ot 12.05.2017, Ne 7-9; 110 IIPOBEPEHHBIM IIOKA3ATE/AM KAYESCTBA,

JanpewaeTos 4acTHYHOE WIH MOAHOE KONMPOBARHE M TEPENICNATKA NPOTOKONE 063 MUCEMCHHOTO PAIPEIICHHN HCMBITATENLHOM nabopaTopuu.
JlaHubie pe3ynbTaTE! HCMBITAHKA OTHOCRTCH TONBKO K OGPA3LAM, NOABEPIHYTEIM HCMEITAHNRAM.

ITpotokoa cocrasm _ Mmxenep-xumuk é 2L %Z,- K.A. Cenesnena
{momKHOCTS) (nonnvcs) (MuMUAans!, aMuIHA)

TR \ Komer npotokona

Crp.3u33
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