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OO0wecTBo ¢ OrpaHNYeHHON OTBETCTBEHHOCTHIO ""DLnapa"
601122, Bragumupcekas o6u., Ierymmnckuii paifow, r. [Tokpos, y.
®panua [Tonsepka, joM Ne 20 Ten./dakc: +7 (49243) 6-41-69

Paspemenne Ha peasM3annio roTosoii npoaykuuu Ne 287

Toprosoe HauMeHOBAHUE!

MesityHapo/iHoe HenaTeHToOBAHHOE
HAHMEHOBaHHE!

Jlekapersennas gopma;
Josuposka;

(hopma Beinycka:

Homep cepun (naptun):
O6neM cepuu (mapThu):
Hara npownssojcrsa;
Ionen jo:

Haumenonanue u QIAPEC MPOH3BOAHTEISN:

Homep u jtata peructpaunonsoro
YAOCTOBEPEHUS:

Homep nopmarTisuoil JokymeHTaLMA:

Hanmenopanne u agpec aepikarens PY:

Konwnuecrno ynakosok 8 1 rodposuimie:

Konuuectso ropposummkos B cepu:

Hacnopr kauectsa Ha roToBYI0 NPOAYKLKIO

(Ne, nara peigaym);

AHAIUTHYECKHIH THCT Ha
cyGcranumio (Ne, nara BBLIAYM):

Howmep obssaTensioro gokymenta of onenke

PErMCTPALIHH COOTBETCTBHS (BHYTPeHHuUil
HIACHTH(HKATOP) AaTa 3anucH
8 AHC Pocsapasnansopa:

Hodhamun

Honamun

KOHYEHmpam O1a Hpu20moenenun pacmeopa Ois uHgysut

5 ma/mn

KOHYeHmpam Ol npuzomosnerus pacmeopa 0aa ungysuii 5. me/mn

3 ma (amnyna) x 10 ( nauxa xapmonnas)

080423

7 299 ynakoeox

26.04.2023 2.

04.2026 2

Obwecmeo c ozpanuvenoli omeememesenrocmuio "anapa” (000 "Iuapa”)

601122, Bradumupckan o6x., Ilemywunckuii paiion, 2. lloxpos, yn. Spanya Imonveepka,

dom Ne 20, emp. 2 (Bee cmaduu, 6xmouan 8binycKarouuii KORMpoab KaHecmeaa)

JIT-Ne(001471)-(PT-RU) om 29.11.2022

JUT-Ne(001471)-(PT-RU)-291122

Obwecmso c ozpanuyennoli omeememeennocmyio "Ianapa” (000 "Inrapa”)

601122, Bradumuperan 6., llemywunckuii pation, 2. Iokpos,

ya. Ppanya Ulmonveepka,dom Ne 20, cmp. 2

50

145 *50; 1 *49

08 om 16.05.2023 e,

392 0m 07.12.2022 ¢,

YA0CTOBEPAIO, 4TO AHHAS CEPHI JIEKAPCTBCHHOTO CPEACTBA cooTBercrayer TpeboBanunm HJL JIT-No(001471)-(PT-RU)-291122,

TPeGOBARMSIM, YCTAHOBJEHHBIM NPH €10 PErHCTPAIMH 1 TPeGOBANKAM HaaTekanLeii NPOM3BOACTBEHYOH NPAKTHK

IKOHOMHYECKOI0 Coo3a,
YnoaHoMoyeHHoe JIHLO 110 KauecTny:

,Lla’]'él BbLAAYH pa3peiueHHsn
Ha pealin3auuio:

W Espasuiickoro
W Esp

Kypbanosa O.M,

(PHO)




Hanmeuosanne:

Memnyua POAHOE HENATEHTOBATIIIOE

HAHMCHOBAHHE:

Jlexapersennas gopma:

Hosuposia:
Dopma peinycka:

Homep cepun:

ObGnbem cepu:

Aata npoussoscrea:
AHAMI BLINOAHEH 10:

) nnara

®05-COI1-OKK-017
000 «Danapar

601122, Bradumupekas oéu,, 2. Iloxpos,
yn. Ppanya [Hmonveepra, dom 20

men./paxc (49243) 6-42-22, 6-42-24
ITACTIOPT Ne 08 ot 16.05.2023 r.

Hopamun

Honamun

Konuentpar mis npurotosnenns pacTBopa 1A HHDY3HH

5 mr/mn

KoHueHnTpar ia npurotossenus pacTsopa s HHQY3ui 5 Mr/ma

(amryna) 5 max10 (nauka KapToHHas)
080423

7299 ynakosox

26.04.2023 r,
JITI-Ne(001471)-(PT-RU)-291122

HaumenoBaune
noxasareseli

TpeGosanus no HJI

Pesynnrarel anannza

Onucanue

lpospaunviii GecuseTrsIii uny cerka KEJITOBATHIN

pacteop

ITpo3paunsiit GecupeTHbII pacTBop

Mopnuunocrs:

Bpemst ynepicusanus nuka gonammna
PHAPOXIIOPHAA Ha XPOMATOrPAMME HCIIBITYEMOro

PaCcTBOPA, I0JPKHO COOTBETCTBOBATL BPEMEHH Cootsercrayer
YACPHHBANHA [UKA LONAMHHA TMAPOXJIOPH/IA Ha
|_Xpomarorpamme pacrsopa CO,
| Kauecrsennasn peakius B na HaTpui, [Tonteepiknena
| Ilpospaunoern penapar ponuen 6pith NMPO3paYvHbIM ITpo3paunelit
o, Mpenapat nonaen GbiTs GecUBETHBIM WK Rektinersiall
BLIICPIHBATL CPABHEHHE € 3TANoHOM Y
| pH Ot2,5 50 5,0 3,47

Mexanuueckune
BRJLKOYUCHHS:
- GUOUMBIE Yacmuybl

= HeBUOUMbBIE yvacmuyn

Busyanbupiit metog, ['d PO

Mpenapar nonxen BbLIEPKHBATL TpeGOBaHMs
Cuerno-horomeTpuyeckuii mero. Konuvecrso
YACTHLL

Buisepiacnsaer tpeGosanns

= pasmepom = 10 Mkm He Gosee 6000; 41 w/amn
- pasMepom = 25 mkm He Gonee 600 He oGHapy:xeHo
Hsusiexaemulii o6nem He menee 5,0 ma B amnyne 5,08 mn

[TocToponnue npumecn

BOXX

Jhoboit ey ok HCHIEHTH(HHUHPOBAHHOH
npumecH - ne Gonee 0,5 %

Cymma npumeceii - ue Gonee 1,0 %

He o6Hapyxeno

He o6Hapyxeno

bakrepuanbusie

He Gonee 1,6 ED na 1 Mr gonamuua THApOXIopHaa

Menee 1,6 ED wa 1 Mr gonamina

He Gousiee 1,10 mr/mn

IHAOTOKCHHBI IHIpOXJIOpHIa
Crepuinioers Tpenapar nomien Goits CTEPHILHLIM CrepunbHsiit
Kosmiuecrsennoe "
onpeuesicHmne BaKX 4,98 mr/ma

: Ot 4,75 Mr/ma 1o 5,25 mr/ma ’
~donamuna 2udpoxnopuda

Turpumerpus

-HAMpus oucyabhuma - HIPHMETDYA 0,98 mr/ma

Ynakoska

I1o 5 Mn B amniyis HeltTpanbHoro cTera mapku HC-1, HC-3
HILM CTEKNIA C KNACCOM CONPOTHBIIEHHS rupponnsy HGA1
(nepssiit THAPONUTHYECKHIT).

Ha kasayio amnyny naknensaior ITHKCTKY M3 Oymaru mis
NEUaTH THNOrpadckoi unu nueuelt, win 3THKETOYHOH, Win
CAMORNCALUEHCH, MM HAANHCH HA AMITYJIe HAHOCAT METOJ10M
A rryGokoit nin cTpyiiHoi neyatu
GricTposakpensiomeiics KPACKOH JUISl CTEKNIAHHBIX H3meHil.
S5 aMIyJs1 nomMelator B KOHTYPHYIO A4CHKOBYIO YNIAKOBKY M3
MAEHKA NOJMBHHUINIOPU IHOH (NBX) nu6o u3 nnenku
noausrHaenTepedranaruoit (I13TE),

ITo 5 mn B ammynwt HelftpanbHoro crekma ¢
TO4YKOH H3/IOMa, C KIIACCOM CONPOTHBICHHS
runponusy HGAL.

Ha kaxayio ammysty Hakieena sTrkerka 13
Gymaru camoksesueiics.

5 aMIyJl NOMELUEHEI B KOHTYPHYIO AYEHKOBYIO
YIAKOBKY W3 MIEHKH [OTHBHHIIXIOPHHON
(InBX).

2 KOHTYpHbIE A4EHKOBBIE YAKOBKH BMECTE ¢
HHCTPYKLUHEH N0 NPUMEeHEHUIO TOMeLIeHb! B
Ha4Ky U3 KapTOHa JUIA NOTPeGHTENLCKOI Taph,

1




®05-COI1-OKK-017
000 «Qmaapa»

601122, Bradumupckas o6n., 2. Ioxpos,
ya. @panya lmonveepra, dom 20

men./paxc (49243) 6-42-22, 6-42-24

Haunmenopanue
noxasaresei

Tpebosanus no HJI

PeayanTaTsl ananusa

| uau 2 KoHTYpIbIE fueiikOBbIE YNAKOBKH BMECTE ¢
HHCTPYKUHEH N0 NPUMEHEHHIO H HOXKOM aMIMy/IBHBIM HITH
CKApH(PHKATOPOM aMITyIBHBIM OMELIAIOT B NAYKY H3
KapToHa Juist n0TpedHTeIbCKOH Tapsl,

5w 10 amnys BMecTe ¢ HHCTPYKIMEH N0 NPUMEHEHHIO 1
HOMCOM aMIYJILHBIM WK CKAPUGHKATOPOM aMITyJIbHBIM
NOMEILAIOT B Ma4Ky W3 KapTOHa AnA noTpeGHTeNbCKOl Taphl ¢
rOpPHPOBAHHEIM BKJIA/ALILLEM.

[Tpu ynaxoske aMnys ¢ TOUKO# WM KOJILLIOM H3IIOMA HOMK
amIlyJILHLI WK CKapuUKaTOp aMITy/IbHBIA HE BKAALIBAIOT,
Ynaroera ona cimayuonapos.

50 unn 100 KOHTYPHBIX A4eHKOBBIX YIIAKOBOK BMECTE ¢
HHCTPYKUHAMH 110 NPUMEHEHHIO B KOJIMUECTBE, PABHOM
KOJIHYECTBY KOHTYPHLIX A4EHKOBbIX YIaKOBOK, IOMEWAIOT B
kopolky 13 Kaptoa rodpuposanHoro.

Mapruposka

fIepsuunan ynaxoska. Ha amnyne GeicTposakpennsiomedics
KPACKOH Juld CTEKIAHHBIX H3ACAHH MK Ha STHKETKE aMIlyJibl
YKa3bIBAIOT COKPALLEHHOEC HANMEHOBAHUE TPELITPUATUSA-
Bjiazienbla PY, Topronoe HanMeHoBaH)e npenapara, oGbem
Hperapara 8 amiyJsie B MAJTHINTPAX, KOHUEHTPALHKIO B
MI/MJ1, HOMEP CEPHH 1 CPOK TOAHOCTH.

Bmopunnan (nompebumenvcran) ynarosxa. Ha nauxe
YKa3bIBAIOT COKPAIICHHOE HAMMEHOBAHNE NPeANPHATHA-
npon3BoanTeas/saaneabua PY, ero Topapubiii 3uak, agpec,
Te/L/(paKc, TOProBoe U MeiAyHapOLHOE HENATEHTOBAHHOE
HaUMEHOBAHIE LpenapaTa, JieKapeTBeHHYIO GopMy,
KOHLCHTPaIMIo B MI/MI1, 06beM Tpenaparta B aMmiyJe B
MHJUTHIIMTPAX, KOAHUECTBO aMIlyJl B YaKOBKe, COCTaB,
«Cnocol npuMeHeHs: B COOTBETCTBHH € HHCTPYKLIMEH 110
NPHUMEHEHHION, YCIIOBHSA XPAHEHHS, YCA0BHA OTIYCKA U3
anrek, «CTepuaLHOY, NPEAYNPEAHTENbHbIE HAATUCH
«llpumennTs 110 HasHayeHno Bpadan, «XpaHHTh B
HEJOCTYITHOM Just fieTedi MecTen, «He nenonb3oBats o
HCTEYEHHM CPOKA TOJIHOCTH, YKA3AHHOTO HA YNIAKOBKE),
HOMEp PErucTPalluOHHOrO YA0CTOBEPEHHS Ha Npenapar,
IUTPHX-KOL, HOMEDP CEPUH, CPOK FOJAHOCTH,

HonyckaeTcs HaneceHne MHHOPMALUH VTS MOHMTOPUHIa
ABHIKEHMA JICKAPCTBECHHOTO penapara OT NpoH3BOAMTENs 40
KoHeuHoro norpeburens,

Ynaroera oin cmayuonapos.

[lpu ynakosxe npenapara no 50, 100 KOHTYpHBIX sSMEHKOBBIX
YHAKOBKAX HA ITHKETKE YNIAKOBKH S CTALHOHAPOR
JONONHHTENLHO YKaibIBAIOT « /11 crauMoHaposy 6e3
YKa3auus ycioBHi OTIYCKa M npeaynpeaAnTebHOM Haanucu
«lIpumenati no HasHaueHuio npayay.

Mapkuposka TpancropTHoi Tapsl B cooteTcTBHM ¢ O3-61.

lepsuunas ynakoska. Ha stuketke amnyJini
YKa3aHO COKpalleHHOe HAaHMEHOBaHHE
npeanpuaTus-gaanensua PY, Toprosoe
HaHMeHoBaHKe npenapata, o6beM npenapara B
MWITHIIMTPAX, KOHUEHTPALMIO B MIYMII, HOMEp
CEPHH M CPOK rOJHOCTH.,

Bropuunas (norpeburennekan) ynakosia.
Ha nauxe ykazano cokpauientoe
HaUMEHOBAHHE LPeANPUATHA-
npoussoauTeNs/snaenbua PY, ero Topapusiii
3HaK, ajpec, Tea./(hakc, TOprosoe u
MEK/yHAPOIHOE HENATeHTOBaHHO.
HAUMEHOBAHUE [IPENAparTa, NIeKapCTBEHHYIO
thopmy, KOHUEHTPALMIO B MI/MI, 06LeM
npenapaTa B amryie B MUUTHIHTPAX,
KOJIHYECTBO aMIyJl B YIIAKOBKE, COCTAB,
«Cnoco6 NpUMEHeHHs: B COOTBETCTBHH ¢
HHCTPYKUHEH N0 IPUMEHEHHION, YCI0BHS
XpaHeHHs, ycnosHs otnycka, «CrepuibHO»,
npenynpeauTenbHele Haanucy «[lpumensTs no
Ha3HAYEeHUIO Bpayan, « XpaHuTh B
HEAOCTYITHOM [nA AeTeit mecten, «He
MCIIOJIL30BATh [0 HCTEHYEHHH CPOKA FOAHOCTH,
YKa3aHHOTO Ha YlaKOBKe», HOMep
PEruCTPAUHOHHOIO YIOCTOBEPEHHS HA
npenapar, HOMEp CepHH, CPOK rOAHOCTH,
WTPHX-KOA.

Hauecena undopmauns s MouuTopunra
ABHACCHHA JIEKAPCTBEHHOTO TIpenapara oT
NPOU3BOIMTENA 10 KOHEHHOTO noTpebGuTens,

Xpauenue

B salmswennom 0T cieTa MeCTe IIpH TEMIIEPaType He
Bbile 25°C

B sauminenrHom ot cseta Mecte npu
Temueparype He Bbite 25°C

Cpox rogoern

3 roja

10:04:2026 1.

3awmouenne: Jlopamut, KoHLEHTPaT 15 NPHIOTORJEHHS pa TBOpa UL’ ﬂHd)ytmﬁ < ﬁ‘l&/yn Z
HelTpanLHOro ereksa 1o 5 mi Ne 10, cooteTcTByeT TpeGoBafinsy ﬂ Mﬁﬁ 1471)-(PT -RU)
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