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AHAJUTAYECKHI ITACITOPT Ne 03
Ot «28» okTsi6ps 2022 rona

ApTakaud —BuHeprus ¢ aipeHaJuHOoM pacTBOP TS HHB KM
(20 mr + 0,005 mr)/ma_1,7 MJI, KAPTPHIKHA (10), nayxa KapTOHHAS.

Homep cepui: 031022 Jlata wsrotosnenns:  07.10.2022 r.
KonmuuecTso: 10 040 yn. Cpox rofHOCTH: mo 11.2025r
[TpeanpuaTHe — H3TOTOBUTE/Ib! OKII «ApmaBupekas Guodadpukay
AHa/n3 BbimonHed o JIT-004013-081216, usm. 1,2,3,4,3
HaumenoBaHHe TpeGosanusi HOPMATHBHOH PesynbraTbl
noxkaszaresei JOKYMEeHTANHH HCIbLITAHHHA
o Tpo3pausblii GecuUBETHBIH HIIH C XKSJITOBATHIM & G
nucaHue ITpo3payuHklit GeclBETHBIH PacTBOp
OTTEHKOM PacTBOp
[ToanuHHOCTE BOXX

-apTHKAHHA THAPOXIIOPHI

-3HHeQPHH

Bpems yaep#HBAHKA OCHOBHOTO MHKa Ha XpoMaTorpaMme
MCIIBITYEMOTO PACTBOPA JIOMAKHO COOTBETCTBOBATE BPEMEHH
yIepsk HBaHNs OCHOBHOTO TIHKA HA XpOMATOrpamme pacTBopa
craHpapTHOro o6pa3la apTHKanHa FHAPOXII0pHIAa
Cnemnpodmmawempuuecmu"t(anmnegmamusnmﬁi
V@-CcrneKTphl MONIOLIEHHA HCIITYeMOTO pacTEOpa u
pacTBopa cTaHIapTHoro oGpa3a apTHKaHHa THAPOXJIOpHIA
B o6macTH oT 220 HM 10 350 HM JOKHEl HMETE MAKCHMYM
¥ MEHMMYM IIPH OIHHX ¥ TeX /e JUIMHAX BOH
Icx
OcHOBHOE MHATHO HA XPOMa10TpaMMe HCIBITYCMOTO
pacTBOpa J0M/KHO COOTBETCIBORATH 110 pasMepy BENHYHHE
R OCHOBHOMY [ATHY Ha XpOMalorpaMme pacTeopa
cTaHAapTHOro 06pasiia apTHKAUHA THIPOXIIOPUNA

[MonrtBEpikACHA

[lonTBepA/icHa

[TonTeepKaeHa

BOXX
Ha xpoMatorpaMme HCTIBITYeMOTO pacTsopa A0NKeH
MPHCYTC1BOBATH MTHK, COOTBETCTBYIOLIHMHA 10 BpeMEHH
ylIep/AKMBAHNA OCHOBHOMY THMKY Ha XpOMATOrpaMme
crasiapTHOTO o6pasiia 3MKuHe ppHUHA TMApOTapTpaTd

TlonTeepiKIeHa

[Tpo3padHOCTh

IIpertapar A07bkeH GITH IPOIPATHBLI
(F'd PD)

TIpo3paunblit

LIgeTHOCTD

TIpenapar gonmeH ObITh GeclBETHBIM HIIM €ro oKpacka He
JIOTUKHA MPEeBBIIIATh 3TAI0H Y, unu BY>
(I'd PD)

Menee atanona BY

pH

Ot 3,0 10 5,5 (IHOTEHIHOMETPHUYECKH)
(T PD)

4,39

MexaHHuecKue
BKJIIOHEHUSA:

Buanmble YaCTHLLL Busyansyoli
Tlpenapar JOMKEH BEIIEPAHBATE tpeGoBanNs, yKa3aHHbIC B
(T'D PD)
HepuaumMble 4acTHIbL Cyemno-chomomempudeckull
CpejiHee YMe0 YacTHIL I0AKHO OBITh:
- pa3mepoM 210 Mkm - He Gonee 6000/8 ammmyne
- pasmepom 225 MkM - He Goee 600/ B amITyse

BriepinsaeT TpeboBaHHA

Beigepricusaet TpeboBaHus

BOHX
HopaapeHanuHa TapTpar — He banee 1,5%

(T PD) a

BOAX

PoncTBEHHBIE IIPHUMECH! Ipumech B — ne Gonee 1,0 % Memee 1,0 %
- TPHMECH apTHKAHHA JioGas gpyras npumech — He Gonee 0,5 Y% Menee 0,5 % f
Cymma npumecei — He Goree 1,5 % Menee 1,5 % i

Menee 1,5 %

(OIINg

- MpHMecH JnuHegpHHa
Uzsnekaemelii 00beM He MeHee HOMHUHAIBHOTO 1,7 mn ‘
(T XIII, O®C.1.4.2.0003.15 «M3BnekaeMbli o0neM ‘
JACKAPCTBEUHBIX (POPM JUIS IAPEHTEPAIIBHOTO TPHMEHEHHAR |~ |
BaktepraibHbIe He Gosee 0,47 ED Ha 1 Mr apTHKanHa ruapoxnopuLac -} . Menee 0,47 ED ‘
IHAOTOKCHHDI (T'D PD) ot NN ‘
[ Memod membpanHoll hunsmpayiu / . / \C\}Tﬁ?ﬂﬂb%]ﬁ }
CrepuIbHOCTh Tlpenapat HOMKEH fil‘:fh CTCPWIBLHIM ||~ [ «DEBOPUT ‘} . \ |

(Fo-Pdy it - | ] ‘l
| roemg»




Konuuectsennoe
OnpefeneHHe;
apTHKAHHA THAPOXIIOPH
IMUHEGPUH

HATPUs AUCYIbGHT

B3XX
Cnexmpodhomomempuyecr i (mmmpnamrmn@
Ot119 1021 mre 1 M npenapara
BIKX
Ot 0,004 1o 0,0055 Mre 1 m npenapara
Tumpumempuyecruii

He menee 0,10 Mr 1 e 6oree 0,55 mr s 1 mn npenapara

.

Chexmpodiomomempuyecs i
20,0 Mr/mn

0,0047 mr/mn

0,42 mr/mn

VYnakosxa

o 1 i, 2 mm, 5 w1, 10 Mo wmm 20 ma apenapara B amILyJbl
u3 NPO3payHOrD BecuBeTHOTO CTexna; l-ro
THOPONUTHYECKOIO KTA4cca WITH W3 HEHTPANBHOTO cTexnma
Mapku HC-3,

Mo 10 mn, 20 mn wnu 40 mn npenapara BO QuakoHbl U3
npo3payHoero GecuBeTHOro crekna; |-ro THIPOTHTHIECKOTO
Kiacca WIM W3 HeHTPanbHOro Crekia mapku HC-3,
TEPMETHTHO yKYMOPEHHBIE IPOGKAMU M3 PE3MHBI, 0GKATHIE
AMOMHHUEBRIMH KOTIMauKkamMH HITH KOJITagKaMu
ATHOMMHUEBRIMY KOMOHHHPOBAHHBIMH HIH
KOMOHHUPOBAHHRMH  KONMA49KaMM ¢ TUIACTHKOBRIMM
JUCKAMH.

o 1,7 mn, 1,8 mn npenapara s KapTPUIUKH H3 NPO3PavyHOro
GecupeTHOro  cTexma 1-ro THAPONMHTHYECKOTO — Kllacca,
YKYNOPCHNBIE ¢ ONHOH  CTOPOHBl  [UIyHKepaMH W3
AMACTOMEPHOTO  MaTepuana, a ¢ Apyro#l  CTOPOHbI
KOMOHHUPOBAHHBIMH KOMNA4KAMH U8 CTOMATONIOFMYECKHX
KAPTPHIUKEH 111 MECTHOM aHECTE3HH, COCTOAMMH H3 AHCKa
ANIACTOMEPHOTO MaTepuaa " AJIFOMHHHEBOTO
aHOMUPOBAHHOTO Konmayka. Ha kasmylo ammymy/dmaxon/
KApTPHIUK HAKIEHBAIOT ITHKETKY M3 OGymaru odceTHoH wiu
STHKEIKY C KIISEBBIM CIIOEM HIIH HMIOPTHYIO.

Sammyn mo 1 mom, 2 M, S mo, 10 Mt sm 20 M1, WK (ITakoHOB
o 10 MII noMemaior B KoHTYpHYIO I1ACTHKOBYIO YNAKOBKY
(MoI0H) U3 IeHKK TIOUBHHIIIXJIOPUAHON MM M3 TUIEHKH
MONUSTHIEHTEp e TaIaTHOA.

| MM 2 KOHTYpHBIE ILTACTHKOBbIE YIakoBKH (TopnoHa) ¢
aMIlynaMu no 1 M, 2 M unu 5 wmn, win 1 KOHTYPHYIO
TUIACTHKOBYIO YNAKOBKY (10AI0H) ¢ amMmynaMu o 10 M iy
20 w1, mitn ¢ pnakoHamu 1o 10 M BMecTe ¢ HHCTPYKUHMEH 110
MPHMEHEHHIO TIOMELLAIOT B NAYKy H3 KAPTOHA.

1 KOHTYPHY10 IUTACTHKOBYIO YNAKOBKY (IIOIZIOH) © aMITyIaMu
no 20 M1 BMeCTe ¢ HHCTpYKLHeH 1o HNPUMEHEHHIO MOMELLAIOT
B KOPOOKY M3 KapToHa.

I pmakon mo 20 mn wnm 40 Ma BMecTe ¢ HHCTpYKUHeH o
[IPUMEHCHHIO TOMEIUAIOT B NAYKy H3 KAPTOHA.

Ha xopo6xy Hakneusator STHKSTKY U3 OyMaru odcerHol win
ITHKETKY C KJICEBRIM CIOEM WIIH MMIIOPTHYIO.

B mauku u xopofku ¢ aMITyTaMH  IOTIONHUTENLHO
BKIANLIBAIOT  HOK — aMITYNbHBIE WM cKapupHUkarop
AMITYJTBHBIH.

IMpu ucnons3oBanmy aMnya ¢ UBETHOH TOYKOH W3noMa u
HACCUKOH WM LUBETHBIM KONBLLOM H3/I0MA, HOX aMITYJIbHBIH
HIIH CKAPU(DUKATOP aMITYbHBII HE BKIAIBIBAIOT,

10 kapTpumaedt nomewaoT B KOHTYPHYIO [LIACTHKOBYIO
YHAakoBKY(IOIIOH) U3 [LIeHKH TNONUBHHWIXJIIOPHIIHO N MITH K3
TUNEHKH TOMMSTHICHTeped)TaNaTHOMH, WM BO BKIAMBIN s
QUKCAIHH KapTpued 13 KapToHa.

1,5 unm 10 KOHTYPHBIX IUTACTHKOBRIX YIAKOBOK (noxnoHoB)
WIIM BKTAJBIIER C KAPTPUIUKAMH BMecTe ¢ UHCTPYKUHEH 1o
NPHMEHCHHIO TIOMELIAIOT B MTAYKY M3 KAPTOHA.

Ha nauky ¢ kaprpumkamu maxrempaior IBE 3alIUTHEIE
OTHRETKH € JIOTOTHIOM — (HPMBI  (KOHTpPONB MepBOro
BCKPBITHS),

I'pynmoBas ynakopka u TPAHCIIOPTHAsA Tapa B COOTBETCTRUH
¢ 'OCT 17768-90

Mo 1,7 mn npenapara r KapTPHIKHU
H3  mpospayHoro  GeclBETHOrO
CTeKNA, YKYTOPEHHBIE C OJHOI
CTOPOHBI Uy HIKEpaMu 13
2MaCTOMEPHOTO MaTepuana, a ¢
Apyro# CTOPOHBI
KOMOWHMPOBAHHRIME  KOMTIAUKAMH
i CTOMATONIOTMYECKHX
KapTpumxei i MECTHOH
AHECTE3HH, COCTOSIUMMHU M3 JIHCKA
M3 311aCTOMEPHOro MatepHaga u
AMOMHUHHEBOTO  aHOAMPOBAHHOIO
Konmadka. Ha kawastii kaprpumk
HAKTEEHLI CAMOKIIEIOIHECS
ITHKETKH.

ITo 10 xaprpumxeil nomemant B
KOHTYPHYIO IUIACTHKOBYIO YIaKOBKY
(nonnon) us mienxu IIBX.

IIo 1 KoHTypHOH nmacTHKOBOI
YNaKoBKe (MO/UI0H) ¢ KapTPUIKAMM
BMECTE ¢ HMHCTpyKuMeidl o
NPUMEHEHHIO B TIaUKe H3 KapTOHa,
I'pynnosas ynakoska 1
TPAHCMOPTHAS Tapa B COOTBETCTBHU
¢ 'OCT 17768-90.

{.Ha
o[\ i

X TOBAapHbIM 3HAK FOPHIHYESCKOr O JHLA, HAa HMH KOTOpOTO
| | BRIIAHO PErMCTPAaLMOHHOE yI0CTOBepeH e, [Mpousponurens:

STHKETKE  aMmylsl/(nakoHa/kapTpumKa YKa3kIBAIOT

«ApMaBHpCKas Guodabpuxar, TOProBoe

Ha stukeTke kapTpumxa ykasauo:
TOBAPHBIH  3HAK  IOPHAMUYECKOTO
JIMLIA, Ha WM KOTOPOTO BbIAAHO
PETHCTPALIMOHHOS  y0CTOBEpEHHE, |

OKIT




HaMMEHOBAHHE Mperapara, rPYNIHPOBOYHOE HAMMEHOBAHHE,
NEKAPCTBEHHYIO  (DOPMY,  KOHLUEHTpaluiw, ofbeM B
mMunanTpax, «CTEPHIIBHO», nomep cepuu, «oieH go».
JlonyckaeTca HaHECEHHE Ha ITHKSTKY KapTPHIGKa WIKANEL C
YKasaHnHeM J03bl B MIL.

Ha mavke, sTukeTke KOpoGKM YKA3GLIBAIOT HA3BAHHME, alpec,
TenedoH, hake, aapec ANeKTPOHHON MOYTH U TOBAPHBII 3HAK
FOPHAHYECKOr0  JIMIA, Ha WM KOTOPOTO  BLIAAHO
PErHCTPALHOHHOE yaocToBepenue, [IpoussoauTens: OKIT
«ApMaBHpckas.  Onodalpuka», aupec NPOMIBONHTENS,
TOPrOBOE HAMMEHOBAHHE TIPEMapara, [PYHIHPOBOYHOE
HaUMEHOBaHHe, JIEKAPCTBEHHYIO (OPMY, KOHLEHTpPALMIO,
00beM B MHIIWIHIPAX, COCTaB Ha | MJ mpenapata,
KOJIMYECTBO aMImyn/GprakoHOB/KapTpHIKeEH,
«CTEPUJIBHO», «IIpHMCHATL MO HA3Had4eHWI0 Bpaday,
«XpaHUTE B HENOCTYMHOM [JUIA HeTeil MecTen, «llis

MUY PATEHOTO H CTICTH(HIECKOTO TOKAJILHOTO
MpUMEHEHHs  (MHQWIBTPALHOHHON W IPOBOJHHKOBOM
@HECTE3HH)», YCIOBHS XPAaHeHHA, YCNOBHA  OTIyCKa,

PerHCTPALMOHHBIH HOMED, HOMEp CepPHH, CPOK TOAHOCTH,
WrpHX-Koj, «Crnocol NPUMEHEHMS: CM. HMHCTPYKLHIO MO
MEIHLMHCKOMY TTPHMEHEHHION,

HoMmep cepun M cpok IroZHOCTH AOMyCKaeTcid HaHOCHTL Ha
MaykKy MeToAOM THCHEHMA WM [Ie9aTH, WIH B BHJIE
CAMOKJIEALIETOCS CTHKEPA,

Ha nadky nononHWTenkHo IONMyCKASTCS HAHECEHHE CPElCTB
HIEHTHHKALIH JUTSE MOHHTOPHHTA IOBHASHNSL
neKapcTBeHHbIX npenapaToB (MJIIT) MeTomoM nevaTH WITH
B BUJIE CAMOKJIEALLEIOCH CTUKEPA.

Homep cepuu M CpoK TOAHOCTH MONMYCKASTCA HAHOCHTD HA
STHKETKY KOPOOKH METONOM THCHEHMWS WJIH TNEYaTH, MIH B
BHJIE CAMOKJTEAIIETOCH CTHKEPA.

Ha xopoGky JONONHHTENLHO [OOMyCKaeTcsd HaHeceHUe
CPelCTB HMISHIU(HKALIMK [U11 MOHMTOPWHTA JABHKEHHS
JeKapcTBeHHRIX npenapato (MJIJITT) MeToioM neyatd uin
B BHIIE CAMOKIIEALLEIOCA CTHKEPA.

TOPToBoOe HAaHMEHOBAHHE
npenapara, IPyIITHPOBOYHOE
HaUMEHOBAHHE HA  pYCcCKOM H
AHITTUHCKOM A3RIKAX,
JieKapcTBeHHAs (hopMa U 103HPOBKA,
00beM B MWLTHIHTPAX,  HOMep
cepun, «l'0eH 10:», CPOK TOAHOCTH.
Ha ITHKETKY KapTpHILKa
NOTIONIHHTENBHO HAaHECeHa IIKana ¢
YKa3aHHEM 103b] B MIIL.

Ha nauxe YKa3aHO. HaszBaHHC |,
anpec, Ttenedon, daxc, ampec
SMEKTPOHHOH TMOYTEI W TOBAPHBIH
3HAK FOPUIMYECKOTO JIHIA, HA HMS

KOTOPOTO BEIJIAHO
PErHCTPALIHOHHOE  YIOCTOBEPEHMUE,
[TpousBoanTEND: PKII
«ApMaBUpcKas Buodabpukan,

anpec  IPOU3BOAMTENA, TOProBOE
HaHMeHOBaHHe penapara,
rPYNIHPOBOYHOS HAMMEHOBAHHE Ha
PYCCKOM W AHTJIHACKOM  S3LIKAX,
JleKapcTBEHHaA (opma 1 103MPOBKA
(pacTBOp i MHBEKUHH (20 MT +
0,005 mr)/mn), o6beM B MII, COCTAB
Ha | MJ pacTBOpa, KOJIMYECTBO
KapTpHIKeH, «CTEPHIITEHOw»,
«llpuMeHaTs Mo Ha3Ha9SHHIO
Bpaya», «XpaHUTh B HEAOCTYITHOM
g jpeTel MecTe»,  crnocod
MPUMEHEHNS («Criocab
MPUMEHEHHSA: CM. MHCTPYKLHIO N0

MEIHIHHCKOMY MPHMEHEHMION),
YCI0BHA OTIyCKa, YCIoBHs
XPaHEHHs, PEerucTpaliMOHHBIH

HOMEP,  HOMEp  CEpHH,  CpoK
FOIHOCTH, ITPHX-KOJ, «Jns
MUAYPANLHOTO W CTICLHPHYESCKOTO
JOKATBHOTO MpAMEHEHHS
(MAGUIBTPALHOHHOM "
MPOBOJHHKOBO i AHECTE3HH)»,
0c00ble MEPB! MPeIOCTOPOKHOCTH!
«Cobmonats NpeIIHChIBAeMble
no3ely, «lIpenapar He nomyckaetcs
BBOJIHTE BHY TPHBEHHO!»

Homep cepur M cpok TOZHOCTH
HAHECEH Ha MadKy MEeTOZOM Mevard,
Ha na4uKy HOMOTHHTENBHO
HAHECEHO CPeacTsO
WICHTH(OHUKALLMH [UT8 MOHHTOPHHTA

JBHAGHHA NeKapCTBEHHbIX
npenaparos  (MJJITT)  wmetomom
MeyarH,

XpaHeHue

B saumueHHoM oT ceTa MecTe pH TeMneparype He Boime 25 ° C. He 3aMopamusath.

Cpok ronHocTti

3 roja.

s
Saxmouenne OKK: Apmuxaun —bunepzus ¢ adpenanunom pacmeop 0is u.%exg‘uﬂ 20 M2 + 0,005 m2)/mn
L7 mn, kapmpuodcu (10), nauxa kapmonnas, cepus 031022 cooneemcmeyem mpefioaanunm.ﬂH-O(M()]S 081216,

usn.1,2,3,4,5.




