AN Ortient KOHTpONIA KauecTra ctp. 1 13 3
Ceprvea Moy
ITACITIOPT Ne 129/T'11-H
«17» oxrabps 2022 T,

HaumenoBanue npenapara Hatpus xxopupn, pactrop nun uady3nii 0,9 % 200 ma
Cepus 0731022
KomauecTro simmkos kaprounsix 5917 wr.
Koanyecrso 6yThL10K 165676 mir,
JdaTta u3roroBjeHHs 03.10.2022 r
I'oxen no 10.2027 r

Hensrrasma nposenenst mo HJT JICP-005263/07-090322 «Hatpus xnopun, pactsop s HHY3Wi 0,9 Yo»

TTOJMHITHIEHOBOH MJIEHKH MM NAaYKH KapTOHHOM

Ne HanmenoBanne . .,
.. TpeGosanus HopmaTuBHOI NoKyMeHTALHN PesyabTaTe! nenbrranuii
n/n noKasarenei
1. Onucanne BecupeTHas npospaunas sxamkocTs BecupeTnas npospaunas xHIKoCTh
9. T KavecrtBennrle peaximuu Ha HaTpHH H Haer KauecTBEHHEIE Peakiliy Ha
Ha XJIOpUbI HATPHH H Ha XJIOPHIBL
3. pospauyrocTs Ipenapar nosmwkeH 6bITh MPO3pavHBIM IMpo3paunsmi
4. IIseTHoCTH Ilpenapar fo/KeH 6bITh GeCHBETHRIM becupernsiit
=P pH Or5,0m07,5 6,63
Mexannyeckue
ITpenapar H b e
TpeboBanus
MeXaHHYeCcKHe
6. | BrmOYeHHS
HeBHaHMbIe Cpeanee uncTo gacTrm pasmepom 10-25 MM — He 10
Bosee 25/mn
M e Cpemnee unci0 gacTin pasmepoM > 25 MKM — He
EROTCHET Oonee 3/mn 0
7. Hissnekaemplii 06bem | He MeHee HoMMHANBHOTO 204,0 mn
8. Crepuabnoctn IpentapaT momkeH GBITE CTEPHIBHEIM Crepuneneiii
9. Baxreprahusie He 6onee 0,25 E2/mn Memnee 0,25 ED/ma
3HAOTOKCHHBI
10, | Komwaectsennoe | o0 00,0094 riaen 0,0089 r/vn
onpejesieHHe ]
ITo 50, 100, 150, 200, 300, 350, 400 M Iipenapara ITo 200 M B cTeKkITHHEBIE
B CTCKJITHHBIE OYTLUIKH J1sl KPOBH, OyTBUIKH, yKyTOpeHHEle TTpoGKami
TPaH(Y3HOHHEIX W HH(Y3HOHHBIX TIPerTapaTos, H3 PE3HHBI K 00KaTEle KOJMadkaMu
YKYTIOPEHHEIE IPOOKAMH H3 PE3UHBI WIIH H3 ANIOMHHHEBEIMH,
TePMOIITACTHYHOTO 3acTOMepa 1 0byaThle 28 GyTBUIOK B ANUIMK KAPTOHHEL.
KOJIMaYKaMH allOMHHHEBLIMH. ['pynnosas u TpancnopTHas
Ha GyTbUTkH HAKNEHBAIOT STHKETKH 13 GyMar. YHaKOBKa COOTBETCTBYET.
A peanusaiiy gepes anTedHyIO CETh KKLYIO
OYTBUIKY BMeCTe ¢ HHCTPYKLHEH 10 PHMEHEHHIO
JIeKapCTBEHHOIO Mpenapara NoMelaioT B NayKy 13
KapTOHA ANA MOTPeOUTENBCKOI TAaphl HITH B MELIOK
U3 NPO3pavHOH NONUITHIIEHOBOH MICHKH
I1. | ¥nakoBxka (BTOPHYHYIO yakoBky),
ByTBUIKA BO BTODHYHEIX YIIaKOBKAX HIH 6e3
BTOPHYHBIX YNaKOBOK (1711 CTALLHOHAPOB)
TIOMEIIAIOT B AIITHK U3 KAPTOHA B KOJIHYECTEE
I- 112 6yTbunok.
Ha noeepXHocTh MenIka 3 MOMH3ITHICHOBOI
TIEHKH HIIH [IAYKH KaPTOHHON JOMycKaeTcs
HAHECEHUE TEKCTa HHCTPYKIIHH 1O MCAMUMHCKOMY
IPHMEHEHHIO IEKapCTBEHHOTO TIpenapara 6e3
BIIOXEHUS HHCTPYKIIHH B YIIAKOBKY.
B ciyuae ynakoBku 6yTeuiok Ge3 BTOPHYHOI
YNaKOBKH, €CJIH Ha [TOBEPXHOCThL MELIKA 3




OTaen KOHTPONS KadecTsa cTp. 2 13 3
MGCEAPN
CopnmaToc

He HaHeCeH TeKCT HHCTPYKIMM [0 IPHMEHEHHIO W
NeKapcTBEHHOTO Npenapara, To B AMHK
BKJIANBIBAKOT HHCTPYKIHH IO TIPHMEHCHHIO
npenapara B KOHYECTBE, COOTBETCTBYIOMIEM
KONHYECTBY NEpBHYHEIX YTIAKOBOK.
I'pynmosas i TPAHCIIOPTHAS YITAKOBKA B
cooteercTuy ¢ P11 00001927-01-92 u TOCT
17768-90.
Ha sTuKeTKe 118 GYTHUIKH (NepeuyHAs YNaKosKa) Ha sTHKeTKe Ang Oy ThUIKH
YKa3b[BAIOT TOPrOBOE H IPYIIIHPOBOTHOE (nepsuYHasd YTIAKOBKA) yKa3aHO
HagMeHOBAHHE JIeKapCTBEHHOrO ITpenapars, TOproBO€ H rPYIIHPOBOYHOE
HOMep CepHH, CPOK IOJHOCTH, KOHUEHTPaIHio HaMMeHOBaHHAE JIEKAPCTBEHHOIO
pacTBOpa, 00BeM B MHIUTIATPAX, HAHMCHOBAHHE npernapara, Homep CepHH, CpOK
[IPOM3BOAMTENS IEKAPCTBEHHOTO NpenapaTa i €ro FOIHOCTH, KOHLEHTpAlHs PacTBOPa,
TOBApHBIHA 3HAK, AJIPEC, TeN/PaKe, ICKAPCTBeHHYIO o6beM B MUJUIHIIHTPAX,
¢dopMy, cOCTaB, 3HAUCHHE TeopeTHIecKOH HanMeHOBaHWe NPOH3BOIUTEN]
OCMOJAPHOCTH, CTIOCO0 IPUMEHEHH, JIeKapCTBEHHOTO TIPenapaTa H ero
«CTepHnpHo», yCIOBHA XpaHEeHHH, «XpaHuTs B TOBapHBIA 3HAK, anpec, Ten/daxc,
HEJIOCTYTIHOM 1A ISTEH MEeCTeN, «JlomyckaeTcs nexapcTBeHHaA HopMa, COCTaB,
3aMopauBaHie MPH TPAHCHIOPTHPOBAHKH TPH 3HaYeHHe TeOPeTHYECKOH
YCIOBHH COXPaHHOCTH FePMETHYHOCTH OCMONAPHOCTH, crocod MPHMEHEHHH,
ynakoBkn», «HecMaqnBacMOCTb BHYTpeHHeil «CTeprbHOY, YCIIOBHA XPaHCHNA,
TIOREPXHOCTH YNAKOBKH He ABJIASTCA «XpaHUTE B HEJOCTYITHOM JUIS IETe
TIPOTHBONOKA3aHHEM K IIPHMEHEHHIO Npenaparan, MecTen, «JlomycKaeTes
«B cydae H3MEHEHH OKPACKH TperapaTa Wik 3aMOparKHBaHHe IPH
HMOSBIEHNHA BIBECH, PACTBOP HE IIPUIOJCH K TPAHCTIOPTHPOBAHIH NPH YCIOBHH
ynotpe6nenuoy, «He NpUMEHATH 110 HCTEICHIH COXPAHHOCTH TEPMETHIHOCTH
CpOKa TOAHOCTHY, HOMEP PErHCTPAHOHHOTO yraxkoBki», «HecMadnBaeMOCTE
YI0CTOBEPEHHS, IITPHXOBOH KO, RHYTpeHHel MOBEPXHOCTH YIaKOBKH
Ha sTHKeTKe GYTHUIKH BO BTOPHYHOH YIIAKOBKE He SBNAETCH MPOTHBONOKA3aHHEM K
JOMONHKTENBHO YKa3bBaroT «OTNYCKAeTCs M0 [pHMeHeHHIO ipenaparay, «B
peLenTy». cilyuae H3MEHEHUs OKPacKH
Ha sTHKeTKe GyThUIKH 63 BIOKEHUA B TAUKY WM | [perapara Wi TOSBIEHNAA B3BECH,

12. | MapkupoBKa MEIIOK AOMOMHHTENBHO YKa3bIBAIOT «JINs pACTBOp He TIPHIOJCH K

CTAIHOHAPOB.

Ha nauxe 1715 OYTBUIKH (8mopuyHan ynakoexa)
YKa3BIBaKOT TOPrOBOE H rPYTIHPOBOHHOS
HaHMeHOBaHMe NeKapcTBEHHOTO NPenapata,
HOMEp CEpHH, CPOK TOIHOCTH, KOHLEHTPALHIO
pacTBopa, 06BEM B MIJLTHIIHTPAX, HAHMEHOBAHHE
IIPOU3BOIATEIIA JIEKAPCTBEHHOI'O [IPenapata 1 €ro
ToBapHBI 3HAK, anpec, TeN/HaKe, NEKAPCTBEHHYIO
dopmy, COCTaB, 3Ha4CHHE TeOpeTHUECKOH
OCMOJIAPHOCTH, CMOcO0 NPUMEHEHHS, YCIOBHA
OTIyCKa, yCIOBHA XPAHEHHS, HOMEP
PerHCTPAIMOHHOTO YIOCTOBEPSHHUA,
«CTepunbHOY, «XpaHATh B HEJIOCTYIHOM JUIA
neTeit MecTey, «JloMmycKaeTCa 3aMOpaKHBAHAE IIPH
TPaHCTOPTHPOBAHUH MPH YC/IOBHI COXPAHHOCTH
repMETHYHOCTH YTIaKOBKID), «HecmadBaeMOoCTh
BHYTpeHHeii MOBEPXHOCTH YNaKOBKH HE ABIAETCA
TIPOTHEOMNOKA3aHNEM K PAMEHEHHAIO TIPEnapatan,
«B ciydae H3MEHEHUS OKPACKH mpenapata Wil
HOSBJIEHNS B3BECH, PACTBOP HC NMPHIOJICH K
ynoTpebnenuioy, «He npuMersTh Mo HCTEeYeHNHH
¢pOKa FOJHOCTHY, IUTPHXOBOFH KO

JlomyckaeTcst HAHOCHTE TEKCT HHCTPYKIUAH 1O
TIpHUMEHEHITIO JIEKAPCTBEHHOrO Npenapara
(TTOJTHOCTHIO BCE Pa3/ensl) TUnorpadeKim

ynoTpeGaeHnion, «He npuMeHATS 110
HCTEeYeHHH CPOKa FOIMHOCTHY, HOMEP
periCcTpalMOHHOrO YAOCTOBEPEHNUH,
IITPHXOBOH KOZL.

Ha sTHKeTKe OYTBUIKH
JOMOTHHTENBHO YKa3aHo «Jls
CTALHOHAPOBY.

Ha sumpke (TpyNIoBoii ynakoeBke H
ynakoBKe JULL CTALHOHAPOB) YKa32HO
TOProBOE H PYIIHPOBOYHOE
HauMeHOBaHUE JIEKAPCTBEHHOIO
npenapara, HoMep CepHH, CpOoK
TO/IHOCTH, KOHIIEHTPAIIHA pacTBopa,
06BbeM B MEJUTHIMTPEX,
HanMeHOBaHHe TIPOH3BOJHTENA
NeKapCTBEHHOTC TIpenapara i ero
ToBapHBIH 3HAK, anpec, Tel/dakc,
nexapcTBeHHas GopMa, COCTaB,
3HaueHHe TeOPeTHYECKOH
0CMOJIAPHOCTH, CNI0cO0 MPHMEHeHNS,
YCJI0BHA Xp&HEHl*lH_.
perucTpalMOHHBIH HOMED,
«CTepHNbHOY, «XPAHHTH B
HeJOCTYTHOM JJIA nmeTeil MecTen,
«JTonyckaeTcsl 3aMOopakiBaHIie Npit




Otnen koutpons kagecrna

Cr0co6oM Ha nauky wiy ¢ MOMOIIEIO
TEPMOnEYaTH Ha OBEPXHOCTS Merka H3
IIOJTU3THIIEHOROMH MASHKH,
Ha smmke (zpynnosoi ynakosxe u ynarxoexe oun
CMayuonapos) ykasseaoT TOProBoe |
IPYniHpoOBOYHOE HaUMeHOBaHHe JIEKapPCTBEHHOTD
Tipenapata, Homep cepun, CPOK rofHOCTH,
KOHUCHTPALHIO PacTBOpa, 06BeM B MHEJLTHANTpaY,
HAUMEHOBaHKe [POH3BOMHTEIT JEeKaAPCTBENHOro
TIpenapara i ero ToBapHEIii 3HaK, anpec, Ten/daxc,
IEKAPCTBEHHYIO hopMy, cocTas, 3HaYeHHe
TCOpETIHIeCKOR 0CMOIAPHOCTH, criocof
TPHMEHEHHS, YCIIOBHS XpaHeHus,
PETACTPaLHOHHEIT Homep, «Crepunbaoy,
«XpanuTs B HELOCTYnHOM /g meteit Mectey,
«[lomyekaeres saMopaxiBanye npH
TPaHCIOPTHPOBAHHH NpH YenoRMy COXpaHHOCTH
TEPMETHIHOCTH yNakoBKHy, «HecmaunBaemocts
BHYTPEHHEH MOBEPXHOCTH YIIakoBki He ABJISETCH
TIPOTHBONOKAIAHHEM K IPHMEHEHO npenaparay,
«B cayuae u3Meneny OKpackH npemapara win
TOABNEHHS B3BECH, PAacTROp He NPUrofeH K
ynotpebnenmoy, «He NPHMEHATE M0 HeTeYeHHy
CpOKa roAHOCTHY, WITPHXOBOH KOJ, KONHYecTBO
CAMHHIL ICPBHYHBIX YIIAKOBOK B f1mmKe,
Ha sumke ains Gyreuiok Ta49Ke HITH MeLike
AONOIHUTENEHO YKA3EIBAIOT «OTtmyckaercs 1o
peLenTy .
Ha siumke 1o 6ytoimok Ges BIIOKEHHS B Nauky
AOHOTHUTENEHO YKa3BIBAIOT «J{ns CTALHOHAPOBY,
Honyckaetcs nanecenue CPeACTB uAeHTHGUKAIH
Ha NEPBUYHYIO, BIOPHUHYIO rpynnosyio
YIAKOBKY METOZAMM MeYaTH Hiay ITHKETHPORAHIIS
CTHKCPOM, HEOTAETHMBIM OT YHIAKOBKH,
Cpoxk roanocrn 5 mer

Yenosus xpanenus: I TeMIepatype He Beime 25

6

TPaHCOOPTHPOBAKHK Npy yCHoBmy
COXPaHHOCTH repMeTHYHOCTH
ynaxoekmny», «HeeMaunsaemocty,
BHYTPeHHel NoBepXHOCTH ymakosky
HE fABIgeTCS l'[pOTHB{)IIOKEBaHHCM K
TPHMEHEHITO Nperapatay, «B

Clydae M3MEHEHH OKpacku
Npenapata wix nosrgeqyy B3BECH,
PACTBOP He npurogey
ynorpebneHno», «He TIPUMEHATE 110
MCTEHEHUM Cpoka roaHocTHy,
WITPUXOBOH KO, KONHYECTBO eauHHLy
TIEPBHYHEIX YNIAKOBOK B siifHKe,

Ha simmke nononuurensio ykazano
«Jlna CTaLHOHAPORY.

Ha sk nanecens CpeacTBa
HACHTH(HKaUMK METOAOM
STHKETHPOBAHUA CTHKEPOM,
HEOTACITHMBIM OT YIIaKOBKH.

3AKJIIOYEHUE: npenapar «Harpus xmopun, PACTBOD 1st Huy3nit 0,9 %» 200 v cepHn
0731022 COOTBETCTBYET TpeGoRanmusm HJY JICP-005263/07-090322 «Harpus xxopug, pacTeop

s uadysuii 0,9 %)y

TMacnopr BEL1an Ha OCHOBQHHH;
Tpotokona KoAJI Ne 129/TTI-H/ KoATl
Ipotokona MBJT Ne 129TTI-H/MBT
Kortponsux mucros JIBK ¢ Ne 509 o 512
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