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1. Onucanune

I1po3pavnas >kMIKOCTh XKETTOTO LIBETA
(Busyanbnsiii Meron, ['® PO

IIpo3payHas xKHIKOCTH
KENTOro LBETa

2. IoUTHHHOCTB:

- BUAUMBIC MEXaHHWYCCKHE BKIIIOYECHHUS

- HCBUIUMBIC MEXaHHYECKHUE BKIIIOUEHUA

(T'® PO, BusyansHslit)
Cpennee uucno yactui pazmepom 10 MKM H 6oJiee He J0IDKHO

_ pH60¢maBnHa (bOC(baT HaTpHs CneKTp NoromeH s HCIBITYEMOro pacTBopa, CoorBercrByer
TIPUrOTOBJICHHOTO JUIS KOJIHYECTBEHHOTO ONPEENEHH,
TNOJTy4EHHBIH Ha CIEKTPOGOTOMETpE B KIOBETE C TOMIMHOMN CIOS
10 MM B o6nact ot 300 10 550 HM JOJDKEH MMETh MaKCHMYMBI
npu (445+2) um 1 npu (373+2) um (CnekrpodotomeTpus)
Ha xpomarorpaMmax HCIIBITYEMOTO PacTBOpa AOJDKHbI
TMIPHCYTCTBOBATH IBA OCHOBHBIX IHKA, COOTBETCTBYIOIIMX 1O
- SHTapHas KACJIOTa BPEMEHAM YIEP)KUBAHUS TMKAaM HHO3MHA M HUKOTHHAMM/IA
- MEDTFOMHMH (cnekTpodoTOMETpHUECKOE JETEKTHPOBaHKE NpU 254 HM), U CooTtBeTcTBYIOT
JIBa OCHOBHBIX ITHKA, COOTBETCTBYIOMIUX 110 BPEMEHAM
B i YACP)KMBAHUS NIUKAM SHTApHOH KMCIIOTHI U METTIIOMHHA
- HUKOTHHaMHJ (pedpakToMeTpHUECKOE NETEKTHPOBAHKE), HA XPOMATOTPAMMaXx
pacTBopa cpaBHeHus (a) (BDXKX)
3. Ilpo3pauHOCTh JomxeH 6bITh npo3payeiM (TP PD") IIpo3paunsiii
4. pH Ot 6,0 10 7,0 (D PO°, MOTEHLIUOMETPUUECKH) 6,7
5. U3Bnekaemblit 00bEM, M1 He MeHee HomuHanbHOTrO ([P PD") 10,0
6. MexaHu4eckue BKJIIOYEHHS
JlomieH COOTBETCTBOBATH TPEGOBAHHMAM CootBetcTBYET

10 MkM u Gonee — 140

npesbimats 6000 B 01HOI aMITyJie, a CpeiHee YUCIIO YaCTHIL Ha ammyJy
pa3sMepoM 25 MKM H 6oJiee He JOJDKHO npeBbimats 600 B 0HOM 25 MKM u 6oree — 2
amnyie (T'® PO, meton 1) Ha aMITyIy

7. PoacTBeHHBIE IPUMECH:

- TUIIOKCAHTHUH, TYaHO3UH CymmapHoe cozmeprxanue He 6onee 3,0 % ot 0,4
HUMHUHAIbHULU COUCPKAHUN MHOSUHA (BKX)

- HUKOTHHOBAs KHCJIOTa He 6onee 3,0 % 0T HOMHHAIBHOTO COMEPKAHMSA 0,2
HUKOTHHAMMAA (BOXX)

- HEUIEHTH(UIIMPOBAHHBIE IPHUMECH CyMMapHoe cofiep>KaHHe OT CyMMBI TIomaaei 0,06
MMMKOB HUKOTHHAMMIA ¥ HTHO3HUHA HE JOJDKHO
npeBbilaTh 2,0 % (BXX)

- moMuaBuH He 60nee 0,20 % OT HOMUHAIIBHOTO COEPKAHMS 0
pubodaBuHa docdaTa HATPUSA (BIKX)

8. bakTrepuasbHble 3HIOTOKCHHBI IIpenensHoe conepxanue He Gosee 17,5 ED/mn Mesnee 17,5

(TD PO*, meron A)
9. CTepmibHOCTh JlomxeH OBITh CTEPHIILHBIM CrepuibHblii
(I'P PO*, Merox MeMOpaHHO# GHIBTpariH)

10. KonnuecTtBeHHOE onpenesieHue ot 0,0018 10 0,0022 r/ma C17H20N4NaOoP 0,0019
(pubodnaBuna pocdara Harpus)
(Cnextpooromerpus)
ot 0,090 10 0,110 r/ma CsHeO4 0,098
(sHTapHOI kucnoTh) (BOXKX)
ot 0,1485 10 0,1815 r/ma C7H17NOs 0,1623
(MermomuHa) (BDXX)
ot 0,0180 1o 0,0220 r/mMa Ci0H12N4Os 0,0197
(nHO3uHa) (BDXKX)
ot 0,0090 no 0,0110 r/Mma CsHeN20O 0,0099
(auxorunamuna) (BOXKX)
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11. YnakoBka

Ilo 10 Ma B aMITyJIBl KOPUYHEBOTO CTEKIIA.

Ha ammnysty HakJIEMBAOT 3THKETKY CaAMOKJIEALIYIOCS.

ITo 5 ammyn MOMEIAIOT B KOHTYPHYIO SYCHKOBYIO
YNaKoBKY M3 INIEHKU noauMepHoi. KoHTypHyio
SYEHKOBYIO YITAKOBKY TEPMOCK/IECUBAIOT € TIEHKOM
MOKPOBHOM MM (hoNbroii antOMUHHEBOM, UIIH OCTABJISAIOT
OTKDBITOM.

1 WM 2 KOHTYpHBIE SUEHKOBBIE YITAKOBKH BMECTE C
HMHCTPYKLHEHN 110 MPUMEHEHHIO IIOMELIAIOT B KAPTOHHYIO
Nayky.

J1st KOHTPOJIsl IEPBOTO BCKPBITHS OOKOBBIE KIIaNaHbl
MayKy MOTYT OBITh 3aKJIEEHBI C IBYX CTOPOH 3TUKETKaMH
WJIA TEPMOCKJIEEHBL.

ITo 10 ma B amnynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny HakneeHa
3THKETKA CaMOKJIEAIasACs.
Tlo 5 amnyn nomeleHs! B
KONITYPHYIO S'eHKOBYIO
YNAKOBKY M3 IUIEHKH
nosauMepHoii. KontypHas
AYEHKOBas yNakoBKa
TEPMOCKJIEEHA € TUIEHKOH
TIOKPOBHOH.

2 KOHTYPHBIX AYEHKOBBIX
YNaKOBKH BMECTE C
HHCTPYKLMEH No
NPUMEHEHHIO MOMELIEHBI B
KapTOHHYIO NauKy.

12. MapkupoBka

1) IlepBHyHas ynakoBka

Ha amnynax Ha caMOKJIeSIIEiCs 3 TUKETKE YKa3bIBalOT:
TOBapHbIii 3HAK MPOU3BOJUTENS, TOPTOBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO NPENaparta ¢ npeynpeaHTeNbHOM
MapKHUpOoBKO# ®, 00BbEM B MUJLUTHINTPAX, COAEPKAHHE
NEMCTBYIOIMX BEIECTB, HOMEP CEPHH, CPOK TOMTHOCTH,
JieKapcTBEHHYIO (OopMy, IoMycKaeTcsl HaHeceHHe (apmakona
HJIA TEXHOJIOTHYECKON METKH.

Ha amnynax nonyckaeTcss HATHUHE LBETHBIX KOJEIL.

2) IIpomexkyTO4HAS YIAKOBKA

Ha nnéHke NoKpoBHO#H yKa3bIBalOT TOBAPHBIH 3HAK
nponsBoautens. Ha gonbre amoMHHHEBON yKa3bIBAIOT:
TOBApHbIN 3HAK MPOU3BOJUTENS, HOMEP CEPUH, CPOK TOJHOCTH.
3) BropuuHnasi ynakoBka

Ha nauke yka3biBatOT: HAMMEHOBAHHE MPOU3BOJIUTENS, €10
TOBapHbIH 3HAaK, ajpec, Tell./(akc, TOproBoe ¢
NpeAYNPEANTENbHON MapKUPOBKOH ® U IpyNNHpOBOYHOE
HAWMEHOBAHHU JIEKAPCTBEHHOI'O MPENapara, JIEKapCTBEHHYIO
(dopmy, 06BEM npenapara B MHJUTHIMTPAX, COCTaB, yCIOBUS
xpaHeHus1, «[ [pUMEHATD 10 Ha3HAYEHHIO Bpauay», «XpaHUTh B
HeJoCTynHOM Juisa zeteii Mecte!», «CTEPHUJIBHO», ycnoBus
OTITyCKa, CIOCOO MPHUMEHEHUS, HOMEpP PETHCTPALHOHHOTO
YIOCTOBEPEHHUS, HOMEP CEPHH, CPOK F'OJJHOCTH, KOJHYECTBO
ammyJ1 B yrnakoBke, mtpuxoBoii kox EAN-13, gapmakon

(pharmacode), rpaduyeckoe u3oOpaxkeHue amyJisl M,
MHUKTOrPaMMBl, paciii(poBKa MUKTOrpaMM

«. nekapcteeHHas popma PACTBOP JUIA
BHYTPUBEHHOI'O BBEJIEHUI»,

« = cnioco6 npumenenus BHYTPUBEHHO KAIIEJILHO B
PA3BEJIEHHM»,
.

« % ®dpapmakorepaneBTuyeckas rpynmna [IPOUUE
TIPEITAPATHI JUIS1 JIEUEHHMSI 3ABOJIEBAHMI HEPBHO
CUCTEMBbI».

JlomyckaeTcss HaHECEHHE CPEACTB HACHTU(DHKALMK IS CHCTEMBI
MOHHTOPHHI'A JBI)KCHHS JIEKAPCTBEHHBIX MPENaparoB.

1) IlepBuyHas ynakoBka.
Ha amnynax Ha camoxnesimeiica
ITHKETKE yKa3aHbl: TOBAPHBIIi 3HAK
NPOHM3BOINTEIA, TOPrOBOE
HaNMEHOBAHHE JIEKAPCTBEHHOIO
Tpenapara ¢ npenynpeauTebHOH
MapKHpoBKoii ®, 06bEM B
MHJUTHIIMTPAX, COZIepIKaHHe
ZIefiCTBYIOIMX BEIIECTB, HOMEp
CepHH, CPOK TOIHOCTH,
JeKapCTBeHHasi popma.
2) IIpomexyTo4Hasi ynaKkoBKa.
Ha nnénke nokpoBHOii ykasaH
TOBAPHBIH 3HAK MPOM3BOJMTENS.
3) BropuuHasi ynakoBka
Ha nauke yka3aHbl: HAHMEHOBaHHE
p TeJIs, €10 TOBap
3HaK, azpec, Tel./(pakc, Toprosoe ¢
TpeaynpeanTeNbHON MAPKHPOBKOH
® u rpynnupoBoYHOE
HaVMEHOBAHHA JIEKAPCTBEHHOrO
npenapara, jekapcTBeHHas gopma,
00bEM npenapaTa B MUJLTAIHTPAX,
COCTaB, YC/IOBHS XPaHEHHUS,
«JIpHMEHATD 10 HA3HAYEHHIO
Bpayay, «XpaHHTh B HEAOCTYIIHOM
1A nereii Mecte!»,
«CTEPUJIBHO», ycnosus
0TMycKa, cnocod NpHMeHeH!s,
HOMep CEPHH, CPOK FOHOCTH,
KOJIMYECTBO aMITyJl B yTIAaKOBKE,
wTpuxosoii kon EAN-13,
tdapmakon (pharmacode),
rpaduyeckoe n3obpaxenune

amnys! &, THKTOrPaMMBI,
pacuindpoBKa MUKTOrpamMm

« nekapcTBeHHasi popma
PACTBOP JIJIs
BHYTPUBEHHOI'O
BBEJIEHH D,

« : €noco6 npuMeHeHHst
BHYTPHUBEHHO KAIIEJIbHO B
PA}BE[[EHJ/[H»,

«w :Q)apmaxo-repanesmqecxax
rpynna [TPOYHUE ITPEITAPATBI
JU1S IEYEHUS
3ABOJIEBAHUM HEPBHOM
CHUCTEMBI».

Hanecenue cpencrso
HMAEHTHOHKALIAH JUIA CHCTEMBI
MOHHTOPHHIa ABHKEHHS
JIEKAPCTBEHHBIX MPENapaToB.

13. XpaHeHue

B 3auiMiieHHOM OT CBETa MECTE MPH TEMIIepaType He
Beime 25 °C.

B 3amMumieHHOM OT CBeTa
MeCTe TNpPH TeMIepaType He
Boime 25 °C.

14. Cpok rogHOCTH

2 roga

2 rona

*- neiictBylouee u3nanue ['ocynapcreennoii @apmakonen Poccuiickoit @enepanyn
Rakmrouenve: coaTrercTrRyeT Tpehorarusm HJT P N003135/01-220319, nam. Ne 1, nam. Ne 2,

wiM. Ne 3, u3m. Ne 4
Jara Beigauu nacnopra: 26.05.2022

3asenyromuii KAnJI
Havanwrux OKK

JlupekTop Mo KayecTBy

Cpok rognoctu 10: 03 2024
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