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CEPTUDUKAT KAYECTBA

HaumeHnoBaHHe TOBapa:

MomnocaH, tabnetky, 40 Mr

rﬂmnopTep: Yemckasn Pecnybauka
_Homep snuen3uu: - No sukls340849/2021
_ Cepusn toBapa Ne.: 19020122

' VnakoBra:

30 TabneTokK

VYnakoBUIHK

AQ «Caneka Q@apMacbOTHKAIZN

JlaTa npou3BOACTBA:

01.2022

Cpok roaHocTH: 01.2027
JlaGopaTopusiii anaaus Ne.: 206/22
Jara: 04.05.2022

MHH:

Hzocopbuia MOHOHHUTPAT

Haszsauue dapm. cyGeTaHuBn:

M3zocopbuaa MOHOHHTPAT

[IponsBoanTeb hapm. cyOcTaHUHH | Nudapma @pancuc C.p.JL
~ TlokasaTte/iH Hopmbl | Pe3viabTaTbl aHAJAH3A
OnucaHue Kpyrasie, aiockie TabieTki fienoro | COOTRETCTBYET
WK nouTH Genoro UBETa ¢ PHCKOH €
onHOH CTOPOHE
TTonnHHAOCTE BpeMs yaepKHBAHWS OCHOBHOTO COOTBETCTBYET
- BOKX fIMKa HA XpOMATOpaMMe
| HCMBITYSMOTO PAcTROPA AOKHO
i COOTBETCTBOBATH BPEMEHH
YAEPHUBAHMSA OCHOBHOID IHKA Ha
XpOMETOTPAMME CTAHIAPTHOTO
pacTsopa
QanopoaHOCTE MACTH 300,0 Mr £ 5,0 % (285,0 - 315,0 mr) 298,9 mr
18/20 tabn. ~ ne Gonee = 5,0 % COOTBETCTBYET
2/20 Tabn. - ne Gosee = 10,0 % COOTBETCTBYET -
PacnagaeMocTs He Gonee 15 MHH 1o 2 MuH.
PacTeopense He menee 80 % (Q) oT 3a4BAEHHOIO
BOXX conepikanua nzocepbua-5- HETIPOBOAHIOCH
Jlns kawcnol 10-# cepun MOHOHHTPATA AOKHO PACTBOPHTLCHA
yepes 45 MuH
MupoGHOJOTHYECKAR HHCTOTA
- obiee yHcno aapolHBIX ue Gonee 10° KOE/r < 10 KOE/r
| MMKPOOPTREUIMOB
- ofulge uncno apowrked n we Gonee 107 KOE/r < 10 KOE/r
¢ rpubon ‘
| - Escherichiacolis } T | OTCYTCTBYET OTCYTCTBYET
| OaHOpPOAHOCTL A03HpOBAHHA Kosdduusnent npuemnemocTi AV ~
| BOTCX [lng kaxoof 10-f cepun | me Gonee 15.0 HETPOBONKIOCH »
| KonuHecTBEHHOE ONpeae/ieHne 38,0-42,0 Mr 39,0 mr
| BOKX i -
| ¥YnaxoBka COOTBETCTBY 8T

JlaGopatopusrit ananus Ne.: 206/22
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Hopmei

- Hepsuynan ynavoska: no 10

PesvabTaThl aHaH3A

- tabnetok B BrmcTep M3

| NIBX/amomuniesoli hoasru
| Bmopuvnan ynaxoswa: 3 6nucrepa B | Bmopuunan ynaxosxa: 3 6nuctepa B
. KapTOHHYIO MayKy BMecTe ¢

HHCTDVKUMEH 10 NPHMEHEHHIO

Mapkuposka

. Ha 6anctepe va pycckom sanike
| YKa3lplBaKT:

= TOproBO¢ HaAHMEHOBAHHE

| npenapara,

- HaHMEHOBaHHe JefcTBYIOLEro
BCIUECTBA M €r0 COAepXKaHue B oHOMH
Tabnerke,

| - LO3MPOBKY,

| - NieKapcTBeHHY hopmy,

- KonwuecTeo Tabnetok B Gaunctepe,
- HOMeEp CcepHH,

- «TOLeH 1ow,

- HaMMeHOBaKHe liepxkarens PV,

- Jlorotun aepxatens PV (ua

| BHITTHACKOM fA3bIKe),

Ha kapTonn0# nauke Ha pycckoM

‘A3bIKE YKa3bIBaOT (HAANHCH

ayGaupyroTes Ha aHrnHICKOM
A3BIKE):

- TOPTOBOE HAWMEHOBAKHE
npenapara,

- MHH,

= HAauMEHOBZHKe NEHCTEYIOMEro
BEMIECTBA U €r0 COAEpPXKaHHE B ONHON

. Talnetke,

| - LO3HpOBKY,

| - JIEKapCTBEHHYIO opMy,

| - KosnuqecTso TabneTok s nauke,

- NpelynpenuTe/NbHbE HAATTUCH:
«He NpUMEHATL O HCTeYEHHH cpoka

| ronHocTH!»,

| «XpaHUTb B HEJOCTYHOM [iNd AeTef
mecTe!»;

| - cnocol npumenenns: «ing npuema

BHYTpPb!»,

- YCIOBHS OTMycKa,

- YCAOBHA XpaHEeHUH,

- HaHMEeHOBAHHME H anpec

. MPOM3BOAMTENA,

- JIOroTHm gepxatens PV (na
HINTHHACKOM #3bIKE),

= HOMED PETrHCTPALMOHHOTO
YLOCTOBEpEHHS (HA PYCCKOM H3bIKE),
- HOMep CepHi (Ha PYCCKOM H3BIKE),
= CPOK roJHOCTH (Ha pycCKOM

| s3mIKe),
| - WTpHX-KOZ,

| - Gapmakon(s),

i
i
1
|

i

| Tabnerok B 6MucTepe M3

i

ITepsuynas ynaxoexa: no 10

[BX/antomuuuesoft Gponsrun

| KEPTOHHOH nayke BMECTE ¢
| MHCTDYKIMEN N0 1D HMEHEHHIO

CootsercTayer

| Ha 6nucrepe #a pycckom sabike:

- TOProBO¢ HAUMEHOBAHHE

rpemnapara,
- HaWMeHOBaHHe NeHCTBYHOLErD

BELIECTBA H €r0 COAEpPXaHHe B ONHON |

TabnerTke,

- NO3MPOBKa,

- JiekapcTeeHHas dopma,

- KOnMyecTso TabneTok B GnncTepe,

| = HOMEp CepHH,
| - «rofeH 1on,

- HaHWMeHoBaHHe AepkaTens PY,
- nOroTHN nepxarens PY (uHa
aHraMicKoM A3bIKE).

Ha KapToHHoift mauke Ha pycckom
#3bIKE (HaAnHCeH qTyGnwpyloTes KHa
aHTTHHACKOM S3bIKE):

- TOProBO€ HAHMEHOBAHHE
npenapara,

- MHH,

- HaHUMEHOBaHHE JEHCTBYHOWETO

BELIECTBA H €0 COAepIKaHHE B OJlHOHT |

TabneTke,
- NO3UPOBKA,
- nexapcTeeHHas dopma,

| - Konw4ecTBO TabneTok B mauke,

| - npeaynpeanTeNbHble HALITHCH!
| «He NnpumMeHATE N0 HCTEYEHHUM CPOKa
| roanocTH!»,

«XpaHHTh B HEZOCTYTHOM IUIN AeTeit
MecTe!n;
- cnocob npumenenns: «Ina npuema

BHYTpPb!»,

| = YCJ/IOBHMA OTITYCKa,

- YCIIOBHA XpaHeHus,

- HaHUMEHOBAaHHE H anpec
NIPOM3BOAHTENS,

- Jorotun aepxatena PY (Ha
AHITTHACKOM A3bIKE),

| = HOMED PErHCTPaUHOHHOIO

YAOCTOBEPEHHSA (HA PYCCKOM A3bIKe),

- = HOMeEp cepHu (Ha pycCKOM S3bIKE),

- CPOK roJHOCTH (Ha PYCCKOM
A3bIKE),

- HITPHX-KOA,

- (apmaroa(sl),

KOZBI THNOMPAPHH.
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_Mokaszateim Hopme! . PesyapTarel anaansa
KObl THHOFpadii, MECTOTIONOXKEHHE | -
KOTOPBIX MOXET MEHSThCA. . JIONONHHKTENLHO YKa3aHa
JIONONHUTENIEHO MOKET YKa3biBATHCA | MHGBOPMAalHA TR MOHHTOPHHTA
| uHdopMaLIMA 14 MORUTOPHHTE OBHKEHMA IEKAPCTBEHHOTO
IBHIKEHHA NEKAPCTBEHHOIO npenapaTa OT ﬂpOH]BOﬂHTCJ‘.IH pate]
| mpenapata OT [POH3BOAHTENA 10 KOHeqHOro noTpeduTens. :
L 4 _ | KOHEYHOTO noTpeuTens. |
. XpauneHue He tpefyer crneunanbHeIX YCIoBUi COOTBETCTBYET
- XPaHEHHA
| Cpox roaHocTH 5 ner — | 5 et

PesyanTaT 1200paTOPHOro aHAJH3a: COrNacHo cneurduxauuy

Hacmoswum A HOOMEEP»coalo, HmMo HPUBEOCHHAA 6blie URGOPpMAUUA ABNACMICA
docmoseproii U mouHOU. Dma CcepuA NPOOYKUUU HpOU3eedeHa (sKKOuaA  YNAKOBKY
(MapKUpOsKy) U KOHMPpOJb Kauecmea) Ha GblUEYKA3AHHON HPOU3IEOICMEEHHO RAOWA0KE
(n1owadxax) 6 NOAHOM COOMEemMCMEuUU C MpebosaHUAMU Ipasun nHadaexcaweil
RpOU360OCMEEHHON NPAKMUKU W MpeGOGAHUAMU KOHMPONA Kauecmea JeKapCmeeHnHbix
cpedcms, a MaKxce & COOMGemcmeuu o cheyupurayuamu, COOEPHCAUUMUCA 6
PezucmpayuoHHOM J0Che CIMPAHbI-UMHOpMepa. 3anucy no nPoU3IE00CHEy, ynaKkosKe i ananusy
nposepeHsl, 1 YCMAaHOGNEHO ux coomeemcmeue mpebosanuam Ilpagun Haonexcawiei
npou3E00CMeeHHON NPAKMUKIL

Ananus ssinoanen no ITN015292/01-010709 Ham. 1-4.

5;5" b L5 2022 o

IToanuce
OtsercrBeHnoe JIHo
PRO. MED. CS Praha a.s.
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