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000 «9asanca @apman»

308519, Poceus, Benropoackas o6i., Benroponckmit

M.p-H, nocenok CesepHslit r.m., CeepHblif 1rT.,
Bepezosas yu1., 34 5.

Ne 1

ITACIIOPT KAYECTBA

Hara: 22.10.2025

HanmeHoBaHHe TpoIyKIIHH Opuupason-3asancy, TabJeTKH, NOKPLITHIE ILUIeHo4HOI 06onoukoit, 500 Mr
Y nakoBOYHEIH MaTepuan Bicrep u3 rienku [1BX u antoMunyeBol Goasru

Howmep cepuu (napTiu) 0010925

O0beM cepuu 9637 yn. Ne 10

JlaTa npou3BoACTBa 24.09.2025 1.

I"oneH no 09.2028 r.

Wcnbitanua (ananmsa) nposenens! no HII JITI-Ne(003951)-(PT'-RU)-111223

HaumenoBanue nmokazareneit

TpeboBanus no HI{

PesynbTaThl HCNBITAHMI

Kpyrisie 1BOAKOBBITYKIIBIE TAGNETKH, NOKPHITEIE
nnaeHouHoi o6onoukoi Genoro WM NoyTH

Kpyriisie ABOSKOBBITYKIbIE
TabMNETKH, MOKPBITHIE IINCHOYHOM

Onucanue Genoro usera. obonouxoi moutu Gemoro 1Bera.
Ha nonepeuHom paspese taGnerku Genoro Miam Ha nonepeuHoM paspese TabieTku
nouTH 6eJoro useta. noytu Genoro usera.

Bpems ynepHBAHHS OCHOBHOIO MHKA Ha
XPOMATOTPAMME HCITBITYEMOr0 pacTBOpa A0JIKHO

Hnentndukaims COOTBETCTBOBATh BPEMEHH YIEPKUBAHUS [IHKA CooTsetcTByET
OPHHJIA30J1a Ha XPOMATOTPAMME CTAHAAPTHOTO
pacTBopa.

OIHOPOAHOCTE 103HPOBAHHBIX EIHHHIL B cooTtBeTcTBHH ¢ TpeGoBaAHHAMH, Cootsercryer

PactBopeHue He menee 75 %(Q) opuunaszona yepes 30 MuH. 103,3 %

IMpumecu

Enunutinolt HerneHTHHIHPOBAHHON NpuMecH —
He Gonee 0,2 %;
Cymma npumeceii — ve 6onee 2,0 %.

Hinke [1KO (ITKO=0,1 %)

Menee 2,0 %

MHukpofGuosoryueckas yucToTa

Kareropus 3A

— obuwee 4Henoe aspobfHbIX MHKPOOPTAHU3MOB —
e Gonee 10° KOEs 1 1;

- 05]—]—13(‘3 HUCIO OPOXIKEBBIX H IIJICCHEBLIX
rpuGos — He Gonee 102 KOE 8 1 13

— orcyrcreue Escherichiacolis 1 1.

Menee 100 KOE
Menee 10 KOE

OtcyTeTBYIOT

KonuyectrenHoe onpezieneH1e

Ot 450 no 550 mr/rabnerky (ot 90 % 1m0 110 %
OT 3aBJICHHOTO KOJIMYECTBA).

500,7 mr/rabnerxa (100,1 %)

Onucanxe YNaKoBKH

ITo 10 taGnerok B Gnucrep u3 menku [IBX u
TIOMHHUEBOH (ONBTH.

ITo 10 unwm 20 TabneTok B mIacTHKOBbIE GaHKH H3
NONM3THIEHTEpe()TANIATE, YKYTOPEHHbIE
NJACTHKOBBIMH KDBILIKAMH U3 TIONHITHIIEHE
BBICOKOH IJIOTHOCTH ¥ HH3KOTO JABJICHHS, C
KOHTPOJIEM TepBOro BCKphITHA. Ha Ganky
HAKJIEHBAIOT ITHKETKY M3 OyMard nucuel wim
STHKETOYHOH,

Kaxnyto 6anxy w1 unu 2 Gnucrepa BMecTe ©
MHCTpPYKLHEH N0 MEAHUMHCKOMY NPUMEHEHHUIO B
nayky W3 KAPTOHA 1A MOTPeBHTENBCKON TaphI
THIA XPOMOBBIH HIIH XpOM-3p3all,

ITo 10 Tabnerox B GaHCTEp M3 TUICHKH
IMBX u amomunuesolf Goneru.

1 GnucTep BMecTe ¢ HHCTpYKLUHEH o
MEAMLHMHCKOMY NPUMEHEHHIO B
nauKy W3 KapToHa As
noTpebuTenscKkoi TapeL

Mapkuposka

Hepsuynas ynaxoeka.

Ha donbre Gancrepa Ha pycckoM A3bike
YKA3hIBAIOT: TOPrOBOE HAMMEHOBAHHE
JIEKAPCTBEHHOTO MPENapaTa, MeXIyHapoaHOE
HEeMAaTeHTOBAHHOE HAHMEHOBaHHE
JIEKapCTBEHHOro mpenapara (B T.4. Ha
AHTTHHCKOM fA3BIKE), NO3UPOBKY, « s npuema
BHYTpbY», HAHMEHOBAHHE KOMITAHHH=
NIPOM3BOJIMTENA, CTPaHY, HOMED CEPHH, CPOK
rOIHOCTH. i

Ha Grmerepe He yKasblBaioT NATY NPOM3BOACTBE,
T.K. OH& BKIIIOYEHA B HOMEp CEPHM Ipenapara:
HOMEP CEPHM COCTOMT M3 MOPAAKOBOrO HOMeEpa
CEPHHM, MECALIA BRITYCKa M LH(P roJa BEITyCcKa
CEPHH.

Ilepsuunas ynaxosxa:

Ha donwre 6ancrepa Ha
A3LIKE YKA3AHEI: TOProBOe
Ha¥MEHOBaHHE EKAPCTBEHHOTO
npenapaTa, MeXIyHapoaHoe
HENaTeHTOBAHHOE HAMMEHOBAHHE
JIeKapCTBEHHOrO npenapara (B T.4. Ha
aHIIHHCKOM A3BIKE), NO3HPOBKA,
«Jlnga nmpueMa BHYTpPB»,
HAUMEHOBAHWE KOMITAHHH-
MPOM3BONTENSA, CTPaHa, HOMep
CEPHH, CPOK OXHOCTH.

Ha Gnuctepe He ykasaHa mata
NPOH3BOJACTEA, T.K. OHA BKJIIOYEHA B
HOMEp CEpPHH Iperapara: HoMep
CEpPHH COCTOMT M3 NOPAAKOBOrO

CKOM
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HaumenoBanue nokasare/nei

TpeGosauus no HJ

Pe3ynbTaThl HCnbITAHKI

Ha stukerke ang Ganku Ha pycckoM A3bike
YKA3LIBAIOT: TOProBOE HAUMEHOBAHHE
JIEKaPCTBECHHOTO Mperapara, MexIyHapoaHoe
HEMaTeHTOBAHHOE HAMMEHOBAHHE
JIEKapCTBEHHOTO Npemnaparta (B T.4. Ha
AHIHACKOM A3BIKE), JIEKAPCTBEHHYIO dopMmY,
ZO3MPOBKY, TS PHEMA BHYTPE»,
HAHMEHOBAHHE, CTPAHY M JTOTOTHIT KOMITaHHH-
TIPOMIBOUTENS, KOJHUYECTBO TABNETOK B
YMAKOBKE, HOMEP CEPHH, CPOK FOAHOCTH.

Ha aTHkeTKe He yka3bIBAlOT 4aTy MPOH3BOACTEA,
T.K. OHa BKJIFOYEHA B HOMEP CEPHHM NpenaparTa;
HOMED CEpHH COCTOUT M3 NOPANAKOBOTO HOMEpA
CEPHH, MECALIA BRIMTYCKA M UH(P roza BEITyCKa
CEPHH.

Bmopuunas ynaxosxa:

Ha nayke ¥3 KapTOHA HA PYCCKOM 3bIKe
YKa3bIBAIOT: TOProBOE HAHMEHOBAHHE
JIEKAPCTBEHHOTO MPENapara, MeKIYHapoaHoe
HEMATEHTOBAHHOE HAHMEHOBAHHE
JIEKAPCTBEHHOrO Npenapara (B T.4. Ha
AHrTHHCKOM A3BIKE), TEKAPCTBEHHYIO (hopMY,
NO3HPOBKY, /15 IPHEMa BHYTPE», KOJIMYECTBO
TabJIETOK B yNAKOBKE, HAMMEHOBAHKE, CTPaHY,
azpec, KOHTAKTHEIR TenedoH ¥ ToroTHN
nepxatens PY/mpowssonurens, cocras Ha 1
TalNeTKy ¢ yKasaHueM NeHCTBYIOLIEro BelecTsa
H €ro KOJIHMYECTBA, YCIOBUA OTITYCKa, YCIOBHSA
XPaHEHHMH, NPy NPEAUTENbHbIE HANTHCH:
«XpaHUTb B HELOCTYIHOM [ AeTell MecTe.»,
«He npUMEHATE N0 UCTEYEHHH CPOKA
rogHocTh.», «llepen npuMeHeHueM npoynTaiite
HHCTPYKLIHIO.», « B cocrase npenapar
COJIEPXHTCS: KPOCKAapMeILTo3a HaTpi4,
MPOMHNEHITHKONb.», HOMEP PErHCTPALMOHHOTO
YIOCTOBEPEHUS, rpadHyecKue INeMeHTHI
nH3aliHa, WTPHUX-KOL.

JIONOMHATENEHO Ha MavyKy BO3MOXHO HAHECEHHE
(apm-kona.

JIOMOIHUTENBHO Ha MMaYKy BO3MOXKHO HAHECECHHE
CTHKepa.

JlOMOAHUTENEHO HA CTHKEPE (TIPH eT0 HATHYHH)
MTH Ha KJanaHe Mayky HAaHOCHTCS KOJ
DataMatrix ¥ HH(OPMALIMA B BHIE HATAEMOTO
NeYaTHOTO TEKCTA, COJEP)KAalascs B CPEACTBE
nnentudukauun (DataMatrix xoze), cTpykTypa 1
thopmar koTopoilt onpenensioTes TpeGoOBAHUAMH
JeifcTByIONero 3akoHoaarenscrea PO, B Tom
YHC/IE HOMEP CEPUH, CPOK MOIHOCTH.

HOMEpA CEPHHM, MECALIA BEIMTYCKA M
uM(p roaa BLITYCKA CEPUM,

Bmopuunas ynaxoska:

Ha nauke U3 kapToHa HA PYCCKOM
A3BIKE YKA3AHBI: TOPrOBOE
Ha¥MEHOBAHHKE NEKaPCTBEHHOTO
NIpEnapara, Me/1y HapoaHoe
HENAaTeHTOBAHHOE HAMMEHOBaHHE
JIeKapCTBEHHOrO npenapara (B T.4. Ha
aHrMicKoM f3bIKe), TEKapCTBEHHAA
topma, 1103MPOBKa, «IUIs IpHEMa
BHYTPbY, KOJIMYECTBO TaGIETOK B
YNakoBKe, HaHMEHOBAHKE, CTpaHa,
a7ipec, KOHTaKTHbIH Tenedon u
JIOTOTHII A€paKaTes
P¥Y/npoussoaurens, cocras Ha 1
TabneTky ¢ ykasaHuem
ZEHCTBYIOIIETO BEIIECTBA H €ro
KOJIHYECTBA, YC/I0BHA OTIYCKA,
YCIIOBHSA XPAHEHHH,
NpeayNpeanTE/IbHbIE HANMHUCH!
«XpaHHTE B HEJIOCTYITHOM JUlA jeTeit
mecte.», «He NpUMEHATH 1o
HCTEYEHHH CPOKA F'OJHOCTH.),
«Ilepen npuMeHeHHeM npouuTaiTe
HHCTPYKLHIO.», «B cocTase npenapar
COZIEPHMTCA: KPOCKapMEILIo3a
HATPHsl, MPONUIECHTIIMKOb.», HOMED
PETHCTPALIHOHHOTO YI0CTOBEPEHH,
rpaduseckye 31eMeHTsl Au3aiita,
IITPHX-KOJI.

JIOTONHUTENEHO HA CTHKEPE HAHECEH
xoxn DataMatrix ¥ uHbOpMaums B
BHAC YHHTACMOI'0 [1€4aTHOr0 TEKCTA,
COZIEPKAIIAICA B CPENCTBE
unentuduraumu (DataMatrix kone),
cTpykTypa u hopmar koTopoi
onpeaensioTca TpeGoBaHUAMH
JNEHCTBYIONIEr0 3aKOHOAATE/ILCTRA
P®, B TOM YHCIIE HOMED CEPHH, CPOK
TOJIHOCTH.

CpOK roIHOCTH (CPOK XpaHEHHH)

3 ropma

CooTBeTcTByeT

YcnoBus XpaHeHHs

B 3alHIIEHHOM OT CBETA MECTE MPH
TeMneparype He Boiwe 25 ° C.

CoorsercTByer

3aKroueHHe: UCclIeN0BaHH kI 06pasell 1eKapCTBEHHOTO Ipena

HauanbHuK genapTaMeHTa KOHTPOJIs KauecTsa _ﬂ..‘f :

JlaHHsIl MPOTOKOJ HCIBITAHUH KacaeTcs TOIBKO o

A
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