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1. Onmucanue

IIpo3pavHas XHIKOCTb KENTOTO IIBETA
(Busyausnbiii Meron, ['® PO

IIpo3pauHas »HIKOCTh

KENTOro 1BETa

2. IloJTHHHOCTB:

- BUAUMBIE MEXAaHHYCCKHE BKIIKOUYCHUSA

= HCBUIUMBIE MEXAaHHYECCKHE BKIIOUYEHHUS

(T® PD’, BusyanbHelit)
Cpennee yncno yactui pasmepom 10 MkM 1 607iee He JODKHO

& pnﬁo(bnaBHHa (bocq)arr HanHﬂ Cne!crp NOrjOMEHHs UCNIBITYEMOI0 pacTBoOpa, COOTBCTCTByCT
TIPUTOTOBJIEHHOTO IS KOJIHYECTBEHHOTO ONPENE/EHH S,
TIOJTy4€HHBIH Ha CIEKTPO(OTOMETPE B KIOBETE C TOJIHHOMN CIIOs
10 mm B o61acTi ot 300 10 550 HM JODKEH UMETh MAKCHMYMBI
npy (445+2) um u nipu (373+2) uM (Cnextpodotomerpus)
Ha xpomarorpaMmax HCIBITYEMOTO PacTBOpa JOJDKHBI
NPUCYTCTBOBATH JBA OCHOBHBIX MTHKA, COOTBETCTBYIONIUX MO
- SIHTapHas KUCJI0Ta BPEMEHAM yIeP)KHBAaHHS TMKaM MHO3MHA ¥ HHKOTHHAMHIA
- METJTIOMUH (cnexTpoHOTOMETPHUECKOE ETEKTUPOBAHHE NPH 254 HM), H COOTBETCTBYIOT
JIBa OCHOBHBIX ITHKa, COOTBETCTBYIOLIMX 110 BPEMEHAM
~HHO3HH YAEP)KMBAHHS NTHKaM SHTAPHOM KUCJIOTHI M MEMTIOMHMHA
- HOKOTHHaMHU ] (pehpakToMeTpHUECKOE ICTEKTHPOBAHKE), HA XPOMATOrPaMMax
pacTBopa cpaBHeHHs (a) (BDXKX)
3. Ilpo3zpayHocTh JlomkeH ObiTh ipo3paynbiM (TP PD*) ITpo3pauHslii
4. pH Ot 6,0 10 7,0 (T® PO, noTeHUMOMETPUUECKH) 6,7
5. U3BnekaeMslit 00bEM, M He Menee HomuHanbHoro (F'd PO*) 10,0
6. MexaHu4eckue BKIIOYEHHS
Jlo/mkeH COOTBETCTBOBATh TPEOOBAHUSAM CootBetcTBYET

10 MM u 6onee — 425

npespimats 6000 B 01HOM aMITylie, @ CpeiHee YKCIIO YacTHIL Ha amIyiy
pazmepoM 25 MKM U Goliee He JO/DKHO npesbimats 600 B 0HO#M 25 MKM H 6ornee — 8
amnysne (D PO’, meton 1) Ha amIyJy

7. PoncTBEeHHBIE IPUMECH:

- THIIOKCAHTHH, TyaHO3HH CymmapHoe coaepxanue He 6onee 3,0 % ot 0,4
HOMMHAJIBHOT'O COAEP)KaHUsI HHO3MHA (B3XX)

- HUKOTHHOBAas KHCJIOTa He 6onee 3,0 % OT HOMUHAILHOTO COAEPKAHUS 0,2
HUKOTHHAMUA (BIXKX)

- HEMIEHTU(PUIMPOBaHHbIE IPUMECH CyMMapHoOe coziepkaHie OT CyMMBbI TLTOIIaaeH 0,04
MHMKOB HUKOTHHAMHUIA ¥ NUHO3WHA HE JOJDKHO
npeBbimath 2,0 % (BIXKX)

- moMudIIaBUH He 6onee 0,20 % OT HOMUHAJIBHOTO COAEPIKAHHS 0
pubodnaBuHa ¢pocdara HaTPUs (BIKX)

8. bakTrepuaibHble SHIOTOKCHHBI IIpenensHoe coneprkanue He 6onee 17,5 ED/ma Menee 17,5

(T'® PO*, meTon A)
9. CTepmwibHOCTh JlomxkeH OBbITh CTEPUIIBHBIM CrepuibHbIf
(T'® PO*, meTon MeMOpaHHO# HUILTPAIIUH)

10. KonmuectBeHHOE OonpenenieHre ot 0,0018 1o 0,0022 r/mi C17H20NsNaOoP 0,0019
(pubodnasuHa dpocdara HaTpHs)
(CrextpohorToMeTpus)
ot 0,090 o 0,110 r/mMn CsHeO4 0,099
(siHTapHO#M KucaoThI) (BOXKX)
ot 0,1485 10 0,1815 r/min C7H17NOs 0,1632
(mMermomuna) (BOXX)
ot 0,0180 mo 0,0220 r/ma C10H12N4Os 0,0196
(uHO3MHa) (BDXKX)
ot 0,0090 o 0,0110 r/mn CsHsN>O 0,0099
(aukotuHamuaa) (BOXKX)
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11. YnakoBka

ITo 10 Mx1 B aMITyJ 161 KOPUYHEBOTO CTEKJIA.

Ha amnyny HakjeMBalOT 3THKETKY CaAMOKJIESLIYIOCS.

Ilo 5 ammyn noMeImaroT B KOHTYPHYIO SYEHKOBYIO
YNaKOBKY W3 IIEHKU nonuMepHoi. KoHTypHylo
SIYEHKOBYIO yNIaKOBKY TEPMOCKJIEUBAIOT C IIEHKOH
MOKPOBHOM WM (ONIBroif amOMUHHUEBOH, HIIM OCTaBIISIOT
OTKPBITOMH.

1 wnM 2 KOHTYpHBIE SYEHKOBBIE YTIAKOBKH BMECTE C
HMHCTPYKLMEH 110 MPUMEHEHHIO NTOMEIAIOT B KAPTOHHYIO
NaykKy.

Jli1si KOHTPOJISI IEPBOTO BCKPBITUSI GOKOBBIE KJIaNIaHbI
Ma4yKH¥ MOTYT OBITh 3aKJIEEHBI C IBYX CTOPOH 3THKETKAMM
WM TEPMOCKJICCHBIL.

Tlo 10 ma B ammynax
KOPHYHEBOTO CTEKIA.

Ha amnyny HakneeHna
3THKETKA CaMOKJIEAIAACS.
Tlo § ammyn nomeieHsl B
KOHTYPHYIO TYEHKOBYIO
YNaKOBKY U3 IUIEHKH
nonuMepHoi. KontypHas
sAYeHKOBas yNakoBKa
TEPMOCKJIEEHA € MIIEHKOH
TOKPOBHOM.

2 KOHTYPHBIX SYEHKOBBIX
YNIaKOBKH BMECTE C
MHCTPYKUHEH 110
NPHMEHEHHIO TIOMEIIEHBI B
KapTOHHYIO MauKy.

12. MapkupoBka

1) IlepBHuHasi ynakoBKa

Ha ammynax Ha caMOKJIEALIEHCS ITHKETKE YKa3bIBAIOT:
TOBApHbIi 3HaK MPOU3BOJNTENS, TOPrOBOE HANMEHOBAHHE
JIEKapCTBEHHOTO MpEnapara ¢ NpeaynpeauTebHON
MapKUpOBKOH ®, 00BbEM B MHIUTMIIMTPAX, COEPIKAHHUE
JIEACTBYIOMIMX BEIIECTB, HOMEP CEPHM, CPOK FOJHOCTH,
JIeKapCTBEHHYIO (opMy, IOIycKaeTcs HaHeceHHe (apmakoaa
WM TEXHONOTHYECKOH METKH.

Ha ammnynax J0myckaeTcs HaJIidHe LBETHBIX KOJEIl.

2) IIpoMeskyTO4HAsS YIAKOBKA

Ha nnénke nokpoBHOM yKa3bIBalOT TOBAPHBIN 3HAK
npousBoautens. Ha donbre amoMiuHHeBO# yKa3pIBaloT:
TOBApHbIi 3HaK MPOU3BOJUTEIISA, HOMEP CEPUH, CPOK FOJHOCTH.
3) BropuyHasi ynakoBKa

Ha nauke yka3pIBalOT: HAMMEHOBAHHE NPOM3BOIMTEIS, €T0
TOBApHbIH 3HAK, aJpec, Tel./paKc, TOproBoe ¢
npeaynpeauTeNbHON MapKUPOBKOH ® U rpyNnupoOBOYHOE
HAWMEHOBAHHA JIEKAPCTBEHHOrO NPENapaTa, IEKapCTBEHHYIO
(dopmy, 06bEM NMpenapara B MUJLUTHIIMTPAX, COCTAB, YCIOBHsA
xpaHenus, «[ IpUMEHATD N0 HA3HAYEHHUIO BPaua», «XpaHHTh B
HezpocTynHoM s aereit mecte!», «CTEPUJIBHO», ycnoBus
OTITyCKa, Croco0 NPUMEHEHHs, HOMEP PErHCTPALMOHHOrO
YAOCTOBEPEHHS, HOMEP CEPUH, CPOK FOTHOCTH, KOJIHYECTBO
aMITyJl B ynakoBke, tpuxoBoii kox EAN-13, dapmakon

(pharmacode), rpaduueckoe u3obpaxeHue ammynnl K,
MHUKTOrpaMMBI, paciii(poBKa MUKTOrPaMM

«. nexapctBeHHas ¢popma PACTBOP JUIA
BHYTPUBEHHOI'O BBEJIEHH»,

« : cnoco6 npumenennss BHYTPUBEHHO KATIEJIBHO B
PA3BEJIEHHN»,
L

« ® mpapmakorepanesTuyeckad rpynna [IPOYHE .
IPETIAPATGHI U151 IEYEHHS 3ABOJIEBAHHH HEPBHOU
CUCTEMBI».

JlomyckaeTcs HaHeCeHHe CPENCTB HACHTH(UKALMH JUIS CHCTEMBI

MOHMTOPHMHIA ABH)KCHHUA JIEKAPCTBEHHBIX NPENapaToB.

1) IlepBuyHas ynakoska.
Ha ammynax Ha camoxunesieiics
ITHKETKE YKa3aHbI: TOBAPHbIH 3HAK
NPOM3BOMTENS, TOProBOE
HaWMEHOBaHHE JIEKAPCTBEHHOTO
npenapara ¢ npeaynpeanTenbHOH
MapkupoBKoii ®, 06bEM B
MHJUTHIINTPAX, CONEPXKaHHe
JEHCTBYIOIHX BELIECTB, HOMEP
CEpHH, CPOK FOZIHOCTH,
nekapcTBeHHas Gopma.
2) ITpoMeskyTOuHas YaKOBKa.
Ha nnénke noxpoBHO# yka3aH
TOBAPHBII 3HAK NPOM3BOTHTEA.
3) BropHuHas ynakoBka
Ha nauke yka3aHbl: HAHMEHOBaHHE
p TeJs, ero PHbIH
3HaK, ajpec, Tesl./(akc, Toprooe ¢
NpeaynpeauTebHOH MapKHPOBKOH
® H rpynnupoBoYHOe
HAa¥MEHOBAHH JIEKAPCTBEHHOTO
npenapara, JeKapcTBeHHas gopma,
00BbEM npenapara B MHJUTHIMTPAX,
COCTaB, yCJIOBHS XPaHEHHS,
«TIpHMEHSATD N0 Ha3HAYEHHIO
Bpaua», «XpaHHTb B HENIOCTYTTHOM
Juis fieteii mecte!»,
«CTEPHUJIbHOY, ycnosust
OTIyCKa, Cnocob NpHMeHeHHs,
HOMEp CEpHH, CPOK FOJHOCTH,
KOJIHYECTBO aMITyJi B yTIaKOBKE,
wrpuxoBoii konq EAN-13,
(apmakon (pharmacode),
rpaduyeckoe nzobpaxerne

ammnysnbl 8, MTHKTOrPaMMBl,
paciindpoBKa NHKTOrpaMM

« nekapcTBeHHas popma
PACTBOP U1
BHYTPUBEHHOI'O
BBEJJEHH S,

« : €rnoco6 NpUMeHeHUs
BHYTPHUBEHHO KAIIEJIbHO B
PA3BEJIEHHAM»,

« : : (apmakoTepaneBTHYECKas
rpynna [TIPOYME ITPEITAPATBI
JULA JIEYEHMA
3ABOJIEBAHHUI HEPBHOH
CHUCTEMBI».

Hanecenne cpencrso

HIICHTHQ)HK&HHH AN CHCTEMbI
MOHHUTOPHHIa NBHXKEHHA
JIEKApPCTBEHHbIX NPENapaToB.

13. XpaHeHne

B 3aimuIneHHOM OT cBETa MECTE IIPU TEMIIEPATYPE HE
Beiie 25 °C.

B 3ammmeHHOM OT cBeTa
MeCTe NpH TEMIepaType He
Boime 25 °C.

14. Cpok roqHOCTH

2rona

2 roga

*. neiicTByromee u3nanue ['ocynapcrennoit @apmakoneu Poccuiickoi ®enepanyun
3akmouenue: coorBercTByeT Tpeboanusm HJ[ P N003135/01-220319, uzm. Ne 1, u3m. Ne 2,
m3M. Ne 3, uzm. Ne 4

TNata srinaun macnopra: 22.03.2022 Cpok roaxoct 10; 12 2023
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