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Haumenonpanne
Cepusi/TlapTaa Ne
KonnyecTBo SIMHKOB KAPTOHHBIX
KoauyecTBo GYTHLIOK
JlaTa n3roToBJACHHHA
T'open ao

Ucnsimanus nposenens: mo HJT JITT-000347-240820 «moko3a, pacTsop w1t HHY3HH 10 %»

IMACITIOPT Ne 52/TTI-I'10

Iaroxosa, pacrsop Aas nagysuii 10 % 200 ma

0030522

5729 mrr.
160412 wr.

17.05.2022r

05.2025r

Ne Hanmenopanue Tpebosanus HOPMATHBHOH =3
o PesyapTarhl HCNBITARHI
n/n nokaszareJei AOKYMEHTALHNHA
1. | Onncanne [Tpo3payHas OeclBeTHAA HHIKOCTH Tpozpaynas GeclBeTHAA JKUIKOCTE
TloaNHHHOCTb. OB6pa3oBaHHe KHPIHAYHO-KPACHOTO O6pasyeTcs KHPIHYHO-KPACHBIH 0caqoK
JHexcTposza ocajlka
Harpuit OkpalllMBaHHe IUIaMEHH B KENTHIH LBeT IInamMs okpamHBaeTCs B SKENTHIH [IBET
Xopujisl O6pazoBanne 6e10ro TBOPOIKHCTOrO OGpasyetcs 6eIbIH TBOPOKMCTHIA
0ca/lKa, HepacTBOPHUMOTO B a30THOM 0Ca0K, HePACTBOPHMBIH B A30THOH
KHcIoTe pazBejieHHol 16 %o u KHCJI0Te pa3BeneHHoi 16 % n
pacTBOPMMOTO B pacTBope aMMHaka 10% | pacTBOPHMEIH B PacTBOpE aMMuaka 10%
3. | IpozpaunocTs IpenapaT JOMKeH OBITh IPO3paYHEIM [TperapaT npo3padHbIA
4, | IlgeTHOCTB ITpenapaT 10KeH ObiTh GeClBETHRIM [Npenapar GecLBETHBIH
5. pH Or 3,0 no 4,1 3.5%
[lpenapar HOJDKEH BHICPKHBATD
Tplza603€muﬂ O®dC.1.4.2.0005.18 i i
6 MexaHHuecKHe Cpennee uncno gactuil pasmepom 10-25 4
" | BRIWYEHHS MxM — He 6osee 25 4acTHLYMI
Cpeanee YHCiIO YaCTHIL PasMepoM = 25 0
MEM — He Gosiee 3 yacTHL/MII
5-ruapoxkcumernadyp
7. | pypon u ponersennnie] OnrHueckas WIOTHOCTH He Honee 0,25 0,025
coeHHEHHH
8. | MzBaekaemeprii 06bem | He MeHee HOMHHANEBHOTO 204,0 mn
9. | Taxeable MeTAMIbI He 6onee 0,0005 % Menee 0,0005 %
qgy, | DESIERWRHEE He 6onee 0,25 ED/m Menee 0,25 E9/mn
IHAOTOKCHHBI
AnomanbHast "
11. IIpenapat nomkeH ObITE HETOKCHIHEIM HeroxcuanbiH
TOKCHYHOCTH
12. | CTepHaBLHOCTE Ilpertapar nomkeH OBITh CTEPHILHBIM CTepHIIbHBILH
e Ot 0,095 110 0,105 r/an 0,0993 /i
onpejesieHne
TTo 100, 200, 400 mn npenapata B ITo 200 M B cTekIAHABIE Oy THUIKH,
CTEKIIAHHBIE Oy TBUIKH, YKYTIOPEHHBIE YKYTOpEHHBIE MPOOKaMH U3 Pe3HHEI H
npoDKaMH U3 Pe3HHBI H 00XaThle 063KATEIC KONMAYKaMH aMOMHHHEBLIMHA.
KOoJImagKaMy aliOMHHKBEBEIMA. 28 HYTBUIOK B AIHK H3 KaPTOHA.
Ha OYTBUIKH HAKI€HBAOT STHKETKH H3 ['pynmoBas i TpaHCIIOPTHAd yNaKoBKa
6yMard STHKeTO4HON HIIH IHCHeH HIH U3 COOTBETCTBYET.
14. | ¥nakoBka

npyroi OyMard o Ka4ecTBy He HHKe
yKa3aHHoH.

Jing peanuzalyy yepes anTedHylo ceTh
Kay Iyt OVTBUIKY BMeCTe ¢ HHCTPYKLHEH
TI0 IPHMEHEeHHUIO IeKapCTBEHHOTO
nperapara oMeInaloT B NavdKy H3 KapToHa




115t TOTPeOUTENBCKOM Taphl IITH B MELIOK
13 NpO3paYHOiil MONHSTHICHOBOMH ILIEHKH
(BTOPHYHYIC YTIAKOBKY).

ByTBUIKH CTEKJISHHBIE BO BTOPHYHBIX
yNaKoBKaX WK 6e3 BTOPHUHLIX YIAKOBOK
(14 cTanMOHAPOB) NOMELLAIOT B SLTHK U3
KapToHa [JIsl IOTpeOUTeNBLCKOR Taph! Wil B
ANHK U3 TOYPHPOBAHHOTO KapTOHA B
xonpdecTse 1-36 OYTELIOK.

B ciy4ae ynakoBKU CTEKIAHHBIX OYTEIIOK
6e3 BTOpHYHO yITakoBKH (1A
CTAUHOHAPOR), B ALHK BKIA/IBIRAIOT
HHCTPYKLHH 10 NPHMEHCHHIO
JIeXapCTBEHHOTO MPEMapaTa B KOMHIecTBe,
COOTBETCTBYIOLEM KOJNWYECTBY €IHMHHIL
[ePBHYHBIX YTIaKOBOK.

['pynmnoBas # TpaHCIIOPTHAS VIIAKOBKA B
cootBetcTBHH ¢ PJ] 00001927-01-92 u
['OCT 17768-90.

15.

MapkupoBka

Ha sruxerre mng 6yTeuikH (nepBHYHAS
YIAKOBKa) YKa3bIBAKOT TOPIOBOE H
TPYIIITHPOBOYHOE HAHMEHOBAHHUE
JIEKAPCTBEHHOTO TIPEenapaTa, HoMep
CepPHH, CPOK I'OJIHOCTH, KOHIIEHTPALHIO
pacTBOpa, 00beM B MHJUTHIHTPAX,
HaHMEHOBaHWE TIPOU3BOANTENA
JIEKAPCTREHHOTO TIpeapaTa | ero
TOBApHEIH 3HaK, agpec, TeJV paxe,
JTEKapCTBEHHY10 HOPMY, COCTAE,
3HaYeHWe TeOPETHYECKOH OCMOIAPHOCTH
criocob npumenerus, «CTepHILHOY,
YCJIOBHA XpAHEHHUs, « XPAHHTH B
HEOCTYTIHOM IULA feTeil MecTey, «B
cTyHae H3MEHEHHA OKPACKM nperapara
HJTH MTOABJIEHMA B3BECH, PACTEOP HeE
MPUTrOZIEH K MpUMeHeHHIOY, «He
NPHUMEHSATE 110 HCTEYeHHH CPoKa
TOHOCTHY, HOMEP PerHCTPaLHOHHOIO
YAOCTOBEPEHHS, IUTPHXOBOH KOJ.

Ha nauke g5 OyTeuiks (BTOpHUHAS
YINAKOBKA) M 3THKETKE /11 ALIMKA
(rpymImoBas yNakOBKa M YNAKOBKA Jid
CTAllHOHAPOB) YKA3BIBAIOT TOPTOBOE H
[PYIIMPOBOYHOE HAUMEHOBaHHE
NeKapCTBEHHOTO [IpenapaTa, HoMep
CepHH, CPOK FOIXHOCTH, KOHIIEHTPAIHIO
pacTBOpa, 0b6BeM B MHJLTHIHTpAX,
HAMMEHOBAHHKE [TPOH3BOAUTENA
JIEKapCTBEHHOTO TIPenapara H ero
TOBApHBIH 3HAK, azapec, Ten/dake,
NeKapcTBEeHHYIO GOpMY, COCTaB,
3HAYEHHE TEOPETHIECKOH OCMOIIAPHOCTH,
criocod npumeHenus, «CTepHIBHOY,
YCIIOBUSA XpaHEHUs, « XDaHUTL B
HEeOOCTYITHOM JJ1d fleTed MecTey, «B
CJIydac UH3MCHCHHA OKPaCK}‘I npenaparta
WY TIOSBISHUS B3BECH, PACTBOP He
TIPHIOJIEH K NpHMeHeHHt0», «He

3

Ha stuxerxe juis OyTeutkn (nepeudHas
YIIAKOBKA) YKa3aHO TOProBoe
TPYIITHPOBOYHOE HAaHMEHOBaHHE
JIeKapCTBEHHOTO IIpenapara, HoMep
CEepHH, CPOK FOIHOCTH, KOHIEHTPALHs
pacTBOpa, 00BEM B MUJUIUIHTPAX,
HaHWMEeHOBaHHE [IPOH3BOJHTEILA
NeKapCTBEHHOTO TIPerapara H ero
TORApHEIHA 2HaK, aapec, Ter/dakc,
nekapcTBeHHas Gopma, cocTas,
3HaueHHe TeOPeTHIECKOH
OCMOJBIPHOCTH, criocob TIPHMEHEHHA,
«CTepHILHOY, YCIOBHA XPaHEeHHU,
«XPpaHWTE B HEOCTYTTHOM 715 AeTel
mecTen, «B clydae HIMEHEHMA OKPacKH
npenapaTa WiH NOABJICHU B3BECH,
PacTBOp He IIPUTOJIeH K IIPHMEHEHHIOY,
«He TIPHMEHATE [0 HCTEYCHHH CpoKa
TOJHOCTHY, HOMEP PErHCTPaLMOHHOIO
YIAOCTOBEPEHHS, INTPHXOBOH KO/I.

Ha srtukerke juis simuka (rpymnmosas
YHaKOBKa M YIIAKOBKA IU151
CTaIlHOHAPOB ) YKa3aHO TOPTOBOE H
TPYIITHPOBOYHOE HAMMEHOBAHHE
JIEKapCTBEHHOI O NIpernapara, HoMep
CEepHH, CPOK FOTHOCTH, KOHLIEHTPALIHA
pacTBopa, 0OBeM B MUILTHIIHTPAX,
HAMMEHOBaHHe [TPOM3IBOIHTEILL
NeKapCcTBEHHOr O TNperapara H ero
TOBapHBIH 3HaK, ajpec, Ten/pakce,
neKapcTBeHHas GopMa, cocTas,
3HaYeHHe TeOpeTHYeCKOH
OCMOJIIPHOCTH, cocod MpUMeHeH s,
«CTepHIBHO», YCIOBHA XpaHeHHA,
«XpaHWUTE B HENOCTYITHOM [Is neTeH
MecTe», «B cmydae H3IMEHEeHHs OKPaCKH
npeﬂapaTa WM NOABJICHHS B3BECH,
PacTBOp HE IIPUTOJIEH K IPUMEHEHHIO»,
«He NpHMEHATE O HCTEYEHHH CPOKa




TIPHMEHATE 10 UCTEYEHMH CPOKa
FOJHOCTHY, HOMEP PErHCTPALIMOHHOIO
YAOCTOBEPEHHUS, INTPHXOBOH KOI.

Ha stukeTke Ang 6YTLUTKH, HA Nadke JUis
GYTBIIKH, HA 3THKETKE SUIUKA 171
OYTBITIOK IOTOHUTENBHO YKa3EIBAIOT
«HecMmauBaeMoCTh BHYTpEHHEH
NIOBEPXHOCTH OYTBIIKH He SBIIIETCS
NPOTHBOIOKA3aHHEM K NPHMEHEHUIO
npernaparan.

Ha srureTtke mis 6yTHUIKH B nauke, Ha
STHKCTKE SIIOHKAa 15 6y’TLTﬂOK B [Mavke
JIOTIOJIHHTENBHO YKa3bIBAIOT
«OTIIycKaeTes 1o pelenTy».

Ha srurerke nns OyTHUTKH €3 BIOKEeHHS
B IAYKy, HA 3THKETKE SLIUKA I
OyTeUTOK 63 BIOKEHUA B IAUKY
JOTIONIHATENRHO YKasbiatoT « s
CTallHOHAPOBY.

Hormyckaercs BaHOCHTE TEKCT
HHCTPYKLHH [0 MEHIIHHCKOMY
NPHMEHEHUIO JIEKapCTBEHHOT'O 1IperapaTa
(TIOITHOCTRIO BCE PA3enbl) Ha MAUKy.

Ha stukerke supka (rpynmosoit
YIIaKOBKE H YIIaKOBKE I CTallHOHAPOB)
TIOTIONHHTEABHO YKA3BIBAKOT KOJIWYECTBO
eMHHL] YIIAKOBOK B SIIHKE.
JonyckaeTcs HAHECEHHE CPEACTE
HIeHTHGUKALMH Ha IEPBHYHYIO,
BTOPHYHYIO H TPYTIIIOBYIO YTIZKOBKY
METONAMH TIe4aTH WIH 3THKETHPOBAHHA
CTHKEPOM, HEOTIETHMbIM OT YIIaKOBKH.

TOZHOCTH», HOMED PErMCTPALHOHHOIO
YAOCTOBEPEHHUS, IITPHXOBOH KOJI.

Ha stakeTtke njis OYTHUIKH, HA 3THKETKE
AUMKA A714 Oy TBUIOK TOMNOMHHTETBHO
yrazaHo «HecmauusaemMocTh
BHYTpPEHHEH NMOBEPXHOCTH OYTRUIKY HE
SABJSIETCA NPOTHUBONOKA3AHHEM K
TIPUMEHEHHID TIPEnaparay.

Ha stukerke ana OyTeinki 6e3
BIIO’KEHHA B IAYKY, HA 3THKETKE ALIHMKA
171 OYTEITOK De3 BIOXEeHHS B NAYKY
AOTNIOTHHUTEBHO YKa3aHO (i)ll’[ﬂ
CTALIMOHAPORY.

Ha stuxeTke smumka (rpynnoBoi
YIIAKOBKE W YMAKOBKE 1714
CTALMOHAPOB) AOMOJIHHTENEHO YKA3aHO
KOJIHHECTBO eIHHHUIL YTIAKOBOK B SIIIHKE.
Ha siuk HaHeceHsl cpencTia
HIEHTHQUKALIMY METOLOM
STHKETHPOBAHHA CTHKEPOM,
HEOTAETHUMBIM OT YIIAKOBKH.

16. | Cpox roagnoctH

3 rona

3 ropa

Yeaosus XpaHeHis: B 3allMLIICHHOM OT CBE€Ta MECTE IPH TEMIIEpaType 0T 5 1o 25 °C.

SAKIIIOYEHHE: npenapat «LJnoko3a, pactsop aust nadysuii 10 %» 200 ma cepun 0030522 coorBercTBYyeT
Tpebosanusiv HJI JITI-000347-240820 «I'a10x03a, pacTeop Ana undysnii 10 %»

[Tacriopt BeIIAH Ha OCHOBAHHH:

IMporoxona Ne 52/'TI-I'10/KoAJl;
[Mporoxona Ne 52/TTI-I"'10/MBJI;
KonmTtponsusx nucros JIBK ¢ Ne 205 no 208
TIporokona OO0 ucnbitaTensHed neHTp «PAPMOBOPOHA» Ne 81601/22 ot 26.05.2022 1
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