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1. Onucanue

TIpo3paynas KHUAKOCTh KEITOTO [BETA
(Busyansnsiit Meton, I'® PO")

IIpo3payHas >KHAKOCTH
JKEJITOro 1BeTa

2. I[ToTMHHOCTB:

- puGodnaBuna pocdar HaTpHs CrieKTp NOTIONIEHHS HCTIBITYEMOTO PacTBOpa, CootrsercrByer
NPUTOTOBJIEHHOTO /U KOJIHYECTBEHHOTO ONpE/IENEHHS,
TIOTY4EHHBIH Ha CIEKTPO(GOTOMETPE B KIOBETE C TOJIIMHOM CIIO
10 MM B o6mactu ot 300 10 550 HM JOIDKEH UMETh MAKCHMYMBI
npu (445+2) um 1 nipu (373+2) um (CnektpodoTomeTpus)
Ha xpomarorpaMmax HCIBITYEMOrO PacTBOpa JA0JDKHEI
NPUCYTCTBOBATH JIBa OCHOBHBIX ITHKA, COOTBETCTBYIONIUX 110
- SIHTapHas KUCJIoTa BpEMEHaM y/EepKMBaHHUs NMMKaM WHO3MHA M HUKOTUHaAMHUAa
- MEDTIOMUH (cnekTpo(hoTOMETPHIECKOE ACTEKTUPOBAHHUE TIPH 254 HM), U COOTBETCTBYIOT
JIBa OCHOBHBIX ITHKa, COOTBETCTBYIOIIUX 110 BPEMEHAM
~ MR yZAEPKUBAHHS ITMKaM SHTAPHOM KHCIIOTHI M METIIOMHUHA
- HUKOTHHaMHJ{ (pedpakTOMETpHYECKOE ACTEKTUPOBAHKE), HA XPOMaTOrpaMMax
pactBopa cpaBHenus (a) (BOXX)
3. Ilpo3padyHocTh Jlomken 61T mpo3pausbiM ([D PD®) [Ipo3paunslii
4. pH 0t 6,0 10 7,0 (T'® PD’, noTeHIMOMETPUIECKH) 6,7
5. 3Bnexaemblit 00bEM, MIT He menee HomunanbsHOro (D PO®) 10,0
6. MexaHuueckue BKIIOYSHUS
- BUIMMBIE MEXaHUYECKHE BKITIOYEHHUS JlomKeH coOTBETCTBOBATH TPEOOBAHHAM CoorsercTayer

= HCBUJIUMBIC MEXAHUYECKHUE BKIIHOYCHHUS

(T'® PO’, BusyanbHbiit)
Cpennee uncio gactuil pazmepom 10 MKM 1 Goriee He JOIDKHO

10 MxM u Gonee — 149

npessimats 6000 B 0HO¥ amiTylie, a CpeHee YUCIIO YaCTHIL Ha aMIyy
paszmepoM 25 MkM H 6osiee He HOIDKHO npeBbimats 600 B 0HOM 25 MxMm u Gonee — 2
amnyie (I'® PO*, meton 1) Ha amIyJy

7. PoncTBEeHHBIE IPUMECH:

- TUIIOKCAHTHUH, TyaHO3UH CymmMmapHoe coneprkanue He 6onee 3,0 % ot 0,7
HOMUHAJILHOTO COZIEP)KaHHUS WHO3HMHA (BIXKX)

- HUIKOTHHOBAas KUCJIOTa He 6onee 3,0 % OT HOMHHATBHOTO COZlEPIKAHUS 0,07
HUKOTHHAMHU A (BOXKX)

- HEMJCHTH(UIIMPOBaHHBIE IPHEMECH CyMMapHOe colepKaHue OT CyMMBI IDIOIaae
TMMKOB HUKOTMHAMHUA U WHO3WHA HE J0JDKHO 0,05
npeBbimath 2,0 % (BIXKX)

- MOMHU(IIaBHH He 6onee 0,20 % OT HOMUHAIBHOTO COIEPKAHMS 0
pubodnasuna docdara HaTpHs (BIKX)

8. bakTepuanbHble SHIOTOKCHHBI [penensHoe comeprxanue He Gosee 17,5 ED/mn Menee 17,5

(T'D PO, meTon A)

9. CTepuibHOCTh

| JIoKeH GBITH CTEPUILHBIM
(T'® P®’, MmeTon MeMOpaHHOM (UIBTpAIK)

CrepunbHBIN

10. KonuuecTBEHHOE OTIpeieIeHIe

ot 0,0018 mo 0,0022 r/ma C17H20NaNaOoP
(pubodnaBuna pocdara HaTpus)
(Criexrpodoromerpus)

ot 0,090 10 0,110 r/mi CsHeO4
(stHTapHOM KHCIOTHY) (BOXKX)

ot 0,1485 o 0,1815 r/man C7H17NOs
(mermomuHa) (BOXKX)

ot 0,0180 10 0,0220 r/ma CioH12N4Os
(uHo3uHa) (BDXX)

ot 0,0090 no 0,0110 r/mx CsHsN20
(auxotrHaMuna) (BOXKX)

0,0020

0,099
0,1635
0,0198

0,0099
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11. YmakoBka

ITo 10 M B aMITyJibl KOPUYHEBOI'O CTEKIIA.

Ha amryJTy HaKJICMBAKOT STHKETKY CaMOKJIEAIIYIOCS.

Io 5 aMITyJl OMEIIAIOT B KOHTYPHYIO S4SHKOBYIO
YTAKOBKY U3 IIEHKHU TIOJMMEPHOMN. Konrtypnyio
S4EHKOBYIO YaKOBKY TEPMOCKIIEHBAIOT C IUIEHKOH
TIOKPOBHOM MM ONBrot amOMMHAEBOH, MK OCTABIISIOT
OTKPBITOM.

1 WM 2 KOHTYpHBIE SYEHKOBBIC YTIAKOBKM BMECTE C

MHCTPYKUMEH 110 PUMEHEHHIO TOMEIIAIOT B KAPTOHHYIO

NayuKy.

JI15t KOHTPOJIsi IEPBOTO BCKPBITHsL OOKOBBIE KlanaHbl
MTAYKX MOTYT OBITh 3aKJIEEHBI € JIBYX CTOPOH ITHKETKaMH
WJIH TEPMOCKJICEHBL.

TTo 10 mn B ammynax
KOPHYHEBOTrO CTEKJIA.

Ha amnyny HakjieeHa
ITHKETKA CAMOKJIEALIAACH.
Tlo 5 ammy’ MOMEIIEHBI B
KOHTYDPHYIO S4EHKOBYIO
YTIAaKOBKY M3 IUIEHKH
nonumepHo#. KonTypHas
sAueKoBas ynakoBKa
TEPMOCKJIEEHA ¢ MIEHKOA
MOKPOBHOM.

2 KOHTYPHbIX SYEHKOBBIX
YNaKOBKM BMECTE €
MHCTpYKUMEH no
NPUMEHEHHIO NOMELICHbI B
KapTOHHYIO TNauKy.

12. MapkupoBKa

1) IlepBHy4HAasA yNAKOBKA

Ha amry/iax Ha CaMOKJIESIIEHCS STHKETKE yKa3bIBAIOT:
TOBAPHBIH 3HAK MIPOU3BOUTENIS, TOPTOBOE HANMEHOBAHHE
JNIEKapCTBEHHOTO MpETapaTa ¢ Npe/IynpeauTe bHOM
MapKUpOoBKOi ®, 00BEM B MIJLTHIIMTPAX, CONEPXKAHNE
JIeHCTBYIOIIUX BELIECTB, HOMEP CEPUH, CPOK IOJHOCTH,
JNleKapCTBEHHYI0 (OpMy, JOMYCKAETCs HaHeCeHHe (apmakonia
WM TEXHOJIOTHYECKON METKH.

Ha ammyJiax JOMyCKaeTCs HATMYHE LBETHBIX KOJIELL.

2) IIpomeskyTO4HAsI yIAKOBKA

Ha ruiéHKe NOKpOBHO#M yKa3bIBAIOT TOBApHbIH 3HAK
npousoautens. Ha gonbre amoMuHIeBOH YKa3plBAIOT:
TOBApPHBI 3HAK MIPOU3BOUTENIS, HOMEP CEPHH, CPOK TOIHOCTH.
3) BropuyHasi ynakoBKa

Ha nauke yKa3sIBatoT: HAUMEHOBAHHE NIPOU3BOUTEIIA, €TO
TOBapHKIH 3HAK, aIPEC, TeI./(paKc, TOProBoe ¢
Npe/IyNpeAUTeIbHON MapKUPOBKOH ® ¥ rpynnupoBOYHOE
HAMMEHOBAHM JIEKAPCTBEHHOIO NPENapara, JIEKapCTBEHHYIO
dopmy, 00bEM Mpenapara B MWUTHIMTPAX, COCTaB, yC/IOBHA
xpanenust, «[ [PHMEHSTh 110 HA3HAYEHUIO BPauay, «XpaHUTH B
HEIOCTYTIHOM JUIs IETeH MecTe!», «CTEPUJILHO», ycnoBust
OTIyCKa, CII0CO0 MPHMEHEHHUS], HOMEp PErHCTPALMOHHOrO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK FOJHOCTH, KONH1CCTBO
aMITyJ1 B YakoBKe, ITpuxoBoii koa EAN-13, (bapmaxon

(pharmacode), rpaduveckoe H300paKeHHE aMITyTbl &,
MUKTOrPAMMBI, PacIi(ppoBKa MUKTOrPaMM

«. nekapcrennas popma PACTBOP JULA
BHYTPUBEHHOI'O BBEJIEHU »,

« = crioco6 npumenennss BHYTPUBEHHO KAIIEJIbHO B
PA3BEJIEHHN»,
.

« ® ®(hapMakoTepaneBTHYECKas rpynmna TTPOYHE
ITPEITAPATBI JULA JIEYUEHUSA 3ABOJIEBAHWI HEPBHOH
CUCTEMBI».

JIOIyCKAETCS HAHECEHHE CPE/ICTB MACHTH(MKALMH JUTs CHCTEMBI
MOHMTOPHHIA JABIKEHHS JIEKAPCTBEHHBIX NPETapaToB.

1) TlepBrunas ynakoBKa.

Ha ammynax Ha camokieseics
ITHKETKE yka3aHbl: TOBAPHBIH 3HAK
NPOM3BOJMTEJIS, TOProBOE
HaHMEHOBAHME JIEKAPCTBEHHOTO
npenapara ¢ npeynpeauTenbHOMH
MapkupoBKoii ®, 06bEM B
MHWUTHIHTPAX, CONIEpXKaHue
neﬁnsylomnx BEIIECTB, HOMEP
CepHH, CPOK OIHOCTH,
nexapcTBeHHas HOpMa, HAHECEH
tdapmakon.

- 2) TpoMesxyTO4Has YNaKkoBKa.

Ha niéHke NOKpOBHOMH yKa3aH
TOBapHBIi 3HAaK NPOU3BOAHTEIIA.

3) BropuuHas ynakoBka

Ha nauke yka3aHbl: HaWMEHOBaHHE

p )IUTENS, ero p I
3HaK, afpec, Ten./pakc, Toprosoe ¢
peflyTpeIUTENbHOH MapKHp i

® ¥ rpynnupoBOYHOE
HavWMEHOBaHUA nexapmenuoro
npenapara, nekapcTeenHas popma,
06béM npenapara B MHIUTWIHTPAX,
COCTaB, YCJIOBUs XPAHEHHA,
«l'IpnMeHm 10 Ha3HAYCeHHIO
Bpaya», «XpaHHTb B HENIOCTYTHOM
s nereii Mecte!»,
«CTEPUJILHO», ycnosust
OTIyCKa, CII0CO0 NPHMEHEHHS,
HOMEp CEepHH, CPOK TOAHOCTH,
KOJIMYECTBO amITyJl B YNIaKOBKE,
wrpuxosoit kox EAN-13,
(apmaxox (pharmacode),
rpaduyeckoe usobpaxenue

amnyJibl 8, NHKTOTPaMMBI,
pacundpoBKa MUKTOrpaMm

« nexapcTBeHHas hopma
PACTBOP UL
BHYTPUBEHHOI'O
BBEJIEHWSD,

« = €rnoco® npuMeHeHns
BHYTPUBEHHO KAIIEJIbHO B
PASII:EI[EHPH/I»,

« ® # hapMaKOTepaneBTHIECKas
rpynna [TIPOYHME ITPETIAPATBL
JULA JIEYEHUA
3ABOJIEBAHHI HEPBHOH
CHCTEMBID».

Hanecenue CpeicTBo
uneHTHd ans
MOHHMTOpPHHIa JBHXEHHUA
JIeKAPCTBEHHBIX MPENapaTos.

13. Xpanenue

B 3amuineHHOM OT CBETa MECTE IIPH TEMIIEpAType HE
peime 25 °C.

B 3ammiieHHOM OT CBETa
MeCTe TpH TeMIeparype He
poime 25 °C.

14. Cpok roqHoCTd

2 rona

2 rona

*. neiicTytomee usnanue I'ocynapctenHoi @apmakonen Poccuiickoit @enepanuu
3aximodenue: cootserctByet Tpebopanmsm HJI P N003135/01-220319, n3m. Ne 1, u3m. Ne 2,
M. Ne 3, u3m. Ne 4

Jlata Bbinauu macrnopra: 03.11.2022 Cpok roguoct 10: 10 2024

3asenyromuit KARJI A. C. Brnacosa

Hauansauk OKK ONMUCARDY A. U. ®énoposa
nna ,uf;JK‘JM&H'i’QEE

JIupexTop MO Ka4yeCTBY i C. H. Cxopuk
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