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NamoTtpugxuH, Tabnetku 25mr

TOpProsoe HauMeHOBaHUe NIeKapCTBEHHOTO Npenapara, NekapcTeeHHas Gopma, A03MPOBKa
PeructpalumoHHoe ygocrosepeHue JIM-Ne(003533)-(Pr-rRU)

Homep cepuwm

[Oata Havyana npowssoacTsa

Konuyectso

AHanus BbiNOJHEH N0 HOPMATUBHOMY OKYMEHTY

090924
05.09.2024

6750 ynakosok

J1M-Ne(003533)-(Pr-RU)-301023

HaumeHosaxKe nokasatens

MeTon KoHTpoas

HopmaTuneHoe 3HaueHKe

PesynbTaT KOHTpOAA

Onucaxue

Bur3ayansHbii

Kpyrabie nnockounnmHppuueckue Tabnetku 6Genoro
1M Benoro C HeNToBaTbIM OTTEHKOM LIBETA C PUCKOH ¢
OfHOW CTOPOHbI ¥ hAcKaMM C ABYX CTOPOH.

Kpyr/sie naockouMAMHEpUYecKkue TabneTku
Benoro LBeTa ¢ pUCKON € OAHOMN CTOPOHLI U
dacKkamu ¢ ABYyX CTOPOH.

MognvHHOCTL

B3MHX
Bpema  yOepUBAHWMA  OCHOBHOMO  NWKa  Ha
XpOMETOrpamMme  WCMbITYeMOrO  PacTBOpa  AOMKHO
COOTBETCTBOBATb BPEMEHM YOEPMUBAHMA OCHOBHOrO
MVKa Ha XpomaTerpamme pacTBOpa CTaHAapTHOro
obpasua namoTpumMHa (pazgen «KonuuecTseHHoe
onpegeneHuen).

Cootsercrayer

PactsopeHue

[® Xl Y&-cnektpodotomeTpus
He meHee 75% (Q) CoH7ClyNs (namoTprmumHa) yepes
30 MUHYT,

105 %

PogcTseHHsle npumecu

B3XKX

Mpumeck B — He Bonee 0,2%;

npumeck C— He 6onee 0,5%;

EAMHUYHAA HeMARHTUOMLMPOBaHHAA NPUMECH — He
Gonee 0,2%,

Cymma npumeceii — He Gonee 0,8%.

He obHapyweHo

Murpobronoruyeckas uucToTa
Obuiee uncno aspobHbx
MUWKpooOpraHuamos s 1r;
ObLiee YUCNO APOHIKEBLIX 1
nnecHesbIx rpubos B 1r;
Escherichiacolis 1r.

['® Xl Kateropusa 3 A.

He 6onee 1-10° KOE / r/mn;

He 6onee 1-102 KOE/ r/mn;
otcyTcTeme B 1 r/ma.

MeHee 1:101KOE

MeHee 1-101KOE
OTtcyTcTByer

OpHopoaHocTs fo3MpoBaHus

[ Xl
AV<15,0%.

6,8 %

KonuuectseHHoe onpepeneHue

B3MX
CogepmaHue CgH;ClaNs (namoTpupmuHa) momkHO
BbiTk 0T 23,13 80 26,88 Mr & TabeTke.

25,90 mr

YnaKosKa

Mo 10, 25, 30, 50 TabnetoK 8 KOHTYPHYKO s4YeliKosyio
YNEKOBKY U3 NNEHKM NONMBMHUAXAOPUAHOM 1 honbru
a/lOMUHUEBOM NeYaTHON NaKMpPOBaHHOI.

Mo 10, 20, 30, 40, 50 uau 100 TaBneTok 8 BaHKK us
nonustuneHTepedTanarta ans NEKapCTBEHHbBIX
CPEACTE, YKYNOPEHHBLIE KPbIWKaMM HaBUHYMBAEMbIMU
C KOHTPOJIEM MEpBOro BCKPLITMS WM CUCTEMORN
KHAMATb-MOBEPHYTLY M3 MOAMNPONWAEHE  WAM
NOMSTMAEHE WM BaHKM noAMNponuaeHoBble AnA
N@KADCTBEHHLIX CPEACTS, YKYNOPEHHbIE KpbILUKAaMK
HaTATMBaeMBIMK C KOHTPOJIEM MEPBOTO BCKPLITUA W3
NONMITUNIEHE, UNM BaHKM noAMMpenKAeHOBsIE AR
NIBKAPCTBEHHbIX CPEACTB, YKYMOPEHHbIE KPbIWKaMM
HATATMBAGMbIMM C KOHTPOMIEM MEPBOrO BCKPLITUA W3
NOMM3TUAEHR BbICOKOIO JaBneHus.

CeoBoaHoe NpocTpaHcTBO 8 BaHKe 3aNOAHAIOT BaTol
MEOULMHCKON rMrpOCKOMMYECKOH,

Ha 6aHky HakieuBaloT 3TMKeTKY Ha  ocHoBe
CaMOKN@ALUGACA NNEHKW WAW 3TUKETKY W3 Bymaru
3TUKETOYHOM.

OaHy 6Ganky wam 1, 2, 3, 5 wau 10 KOHTYPHBIX

30 T26neTOK B KOHTYPHON syYeiiKosol
YNaKoBKe M3 MAEHKU NOSMBMHUAXAOPUIHON
M QOAbMM  aNOMWMHMEBOM  neyaTHOM
NaKMPOBaHHOM,

1 KoHTypHas sueliKoBas YnakoBKa BMecTe C
MHCTRYKLMEN MO MPUMEHEHWIO NOMELLEHbI B
KaPTOHHYIO YNaKoBKy (nauxy).

Odopmneno: Tasnosa O.I1,
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AueliKoBbIX YNAKOBOK BMECTE C MHCTPyKuwelt no
NPUMEHEHMIO NOMELLAIT B KaPTOHHYIO YNaKoBKY
(nauky).

Mapk1MpoBKa Ha KOHTYpHOM A4eiiKoBOM ynaxkoske (Bauctepe) | Ha  KOHTYpHOMN AYEMKOBOW  yNaKoBKe
YKa3blBaIOT TOProBoe HaWMEHOBaHWE 1eKapCTBEHHO (6ancTepe) YKa3aHo: Toprosoe
npenapara (coBnapaer c MexIyHapoaHbiM | HAMMEHOBaHME NEKapCTBEHHOTO npenapata
HEeMaTeHTOBaHHBIM HaUMEHOBaHKEM), NeKapcTeeHHyo | (coBnaaaer & MEMHAYHAPOAHbIM
bopMmy, [4O3MPOBKY, HAUMEHOBaHWE [Aepware]s | HenaTeHTOBaHHbLIM HauMeHOBaHWUEM),
PerMcTPaLMOHHOTO YAOCTOBEPEHWA M HaUMEHOBaHWE | JIeKapCTBEHHAA dopma, [03MPOBKa,
NpOW3BOAMTENS NIEKapCTBEHHOTO Mpenaparta, HoMep | HauMeHOBaHMe AepwaTtens
cepuy (BRNIONaOWMI MeCAL, ¥ o4 NPOM3BOACTBA), | PErMCTPaLMOHHOTO YAOCTOBEPEHMA "
[aTy UCTEYEHWA CPOKA TOAHOCTH (Mecal v rog). HaumeHoBaHwe npo13BoaUTENS
Ha  3TWKeTke  6aHKM  yKasblBaloT  TOPrOBOE | NeKapCTBEHHOrO npenapata, HOMep Cepuu
HaumMeHoBaHWe NIEKapCTBEHHOTO npenapata | (BKIHOHAIOLMIA MECAL, U TOA, MPOWN3BOACTBA),
(coBnamaeT C MEMmAyHapOAHbIM HeNaTeHTOBaHHLIM | AaTa MCTeYEHWA CPOKa roaHOCTU (mecay, u
HaumeHOoBaHWEM), NEKapCTBEHHYH dopmy, | rog).
[03WMPOBKY, KonmuecTso Tabnetoxk & Bamke, cnocob | Ha KapTOHHOM YMaKoBKe (maqke) yxasaHo:
npuUMeHeHua: «[a NPUEMa BHYTPb», HAMMEHOBaHWE | TOProBOE HaMMEHOBAHME NEKAPCTBEHHOTO
JepwaTens PEerdCTPaLMOHHOMO  YAOCTOBEPEHMA M | Mpenapata (coBnagaer ¢ mMemayHapoaHbIM
HauMeHOBaHWe  NpoWM3BOAMTENs  /IEKapCTBEHHOO | HenaTeHTOBaHHbLIM HauMeHOBaHKEM),
npenapata, NOrOTMN MPOM3BOAMTENA Y/WUAW NOTOTUM | HAMMEHOBAHME Oepxartens
3aKasuMKa, GapmM-Kog, HOMep Cepuu (BRAKONAOWMIA | PErUCTPAUMOHHOTO YAOCTOBEPEHMA "
MECAL, W roj NpoM3BoACTBa), AaTy MUCTEYEHWA CPOKa | HaMMeHOBaHWe npoU3BOAUTENA
rOAHOCTH (rofieH 40: MeCALL 1 rog). JIleKapCTBEHHOrO npenapaTa, agpec
Ha KapTOHHO/ ynaKosKe (nayke) yKassiBaloT TOProBoe | NPOM3BOAMTENA JIeKapCTBEHHOTO npenapata
HaumeHosaHWe NIEKapCTBEHHOTO npenapata | (ctpaHa, ofnacTs, ropod), 3/IEKTPOHHBIN
(coBnagaeT € MewOyHapoAHbIM HENaTeHTOBaHHLIM | 2Apec K caliT npou3BogMTeNs, aapec
HauMeHOBaHKeMm), HaumeHoBaHKe nepwaTens | gepmatens PerncTpaLmMoHHoro
PErMCTPaLMOHHOMD YAOCTOBEPEHUA W HauMeHOBaHWe | YAOCTOBEPeHNA (cTpaHa), nexapcTBEHHAA
Npou3BOAMTENS JIEKAPCTEEHHOrO npenapata, agpec dopma, AO3MPOBKa, KONWUecTso Tabnetok B
NpOM3BOAMTENA NEKApPCTBEHHOTO Mpenapata (CTpaHa, | YNakoske, uHGOpMaLMAs O  COCTase
0BnacTs, rOPOA), SNBKTPOHHBIA appec W CaidT | NeKkapcTBeHHOro npenapara (HaMmeHoBaHue
NPOW3BOAMTENA, AAPEC AePHaTeNA PerucTpauMorHoro [eiCcTByIOWero selecTsa U ero KoAM4ecTso,
yaocToBepeHus  (CTpaHa), /NeKapcTBeHHYyH dopmy, | nepeyeHs  BCrOMOraTe/lbHbIX BelecTs),
LO3UPOBKY, KOMMYecTBO TabneTok B YMaKkoBKe, | HOMEP Cepuw (sxknioyaiowmii mecay, U rog
uHbOpMaLMIO O COCTaBe NEKapCTBEHHOro npenapara NpoM3BOACTBA), MAaTa  MWCTEYEHWA  CPOKa
(HaumeHoBaHME [eWCTBYIOWEro BelecTsa M ero | rogHoCTH (romeH po: mecay, v roa), ycnosus
KONMYECTBO, MepevyeHb BCMOMOTaTeNbHbIX BELIECTB), | XpaHeHus, criocob  npumeHeHusa:  «OnA
HomMep cepud  (BKAlOWAIOWMIA  MECAL W TOA | MpUema BHYTPbY, YC/IOBMA OTMYCKA, HOMEP
Npou3BoACTBa), AATY WCTEYeHMs CPOKA [OAHOCTY | PerMCTPaLMOHHOTO YAOCTOBEPEHWA, norotun
(romeH Ao: Mecsl, M rof), YCIOBMA XPaHEHMS, crocob | npomssoguTens, GapmM-KOA, WTPUXOBOKA KOA,
NPUMEHEHMA: «[NR  npuema BHYTPb», YCAO0BMA [BYMEpHbIf UTPUXOBOM KoL C Y2CTU4HON
OTMYCKa, HOMEp PeruMcTpaLMoHHOMO YAOCTOBEPEHUS, paclldpoBKONA WHOOPMaLUK,
JIOTOTHN NPOM3BOAUTENA W/WAM NOTOTUMN 3aKas4uMKa, copepalleica B [ABYMEPHOM LITPUXOBOM
hapm-Kog, WTPHXOBOI KOM, ABYMEPHbIN WITPUXOBOK | KOnLE, «CmoTpu MHCTPYKLUMIO no
KO4 C MOAHOM WAW  YacTHHHOM pacwndpoBKoi | nNpumeHeHuo (nucTok-BRNaAbIW)»,  «He
WHGopmaLM,  copepauieiica B ABYMEPHOM | MPUMEHATL MO WCTEYEHMM CPOKA roaHOCTUY,
LITPMXOBOM KoZe unv 6e3 Hero, «CMOTPY MHCTPYKLMIO | «XpaHuTs B HEAOCTYMHOM  AnA netei
N0 NPUMEHEHMIO (IMCTOK-BKNEABIL)Y, «HE NPUMEHATL | MecTe».
MO MCTEYSHMM CpOKa rogHOCTM», «XpaHuTb 8 | JonoaHuTeNbHO Ha KapTOHHOM YynaxoBKe
HeOOCTYMNHOM A/1A AeTei mecTen. (nauke) npoaybnnposaHbl Toprosoe
[ONOAHNTENIBHO Ha KapTOHHOW YnakoBske (nauke) | HaumeHoBaHMe ] [031pOBKa c
Ay6AMpyeTcs TOProBoe HauMeHOBaHMe W JO3MPOBKa C | MCNO/Ib30BaHNEM wpudTa bpaina.
Ucnob3oBaHuem wpudTa Bpainsa.

XpaHeHue Mpwu Temnepartype He Bolwe 25 °C.

CpoK rogHocTH 3 roga | FopeH no: 08/2027

3akoueHue:
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