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IMACIIOPT Ne 2893164

Haiiz ® rpanyJibi JJis HIPUTOTOBJIEHHSA cyclleH3HH 1A npaeMa BHYTpb 100 mr

Howmep naptun {(cepun): 030325
KomnnuectBo B napreu(ceprn): 10159 yn.

Kon-Bo mTyk Bo BTOpHYHOH ynakoske: Ne9
JHata npoussoactsa: 03.2025
Ananus eironse no: JITT-Ne(005552)-(PT-RU)-230524

¢ HHCTpYKLHCli M0 NPHMEHCHHIO NOMELIAOT B MauKy M3
KapTOHa g noTpebuTenbekoil Tapsl.

o | IToxazarens Meron ucnerranui/HJI Ha meTo, .
» A Lﬂ A TpeGoBanus HJT PesyneTar HenBITaHHI
wn KayecTBa HCTBITAHHH
- CMech rpaly” M MOPOMIKa CBETIO-KEeAToro LBeTa ¢
CMEEB rpanys i noponika CBETNIO-KENITOr0 [[BETA C 3amaxoM MAREROM. AL no BHEIHE BHII
1 |Onucaune Oprasonentudeckuii ancascuHa. [1o BHCWHEMY BHJY JOMKHEL COOTBCTCTBOBATD B — Tpcﬁ;mnﬂmm ].,QM;(:. ¥
tpeBoanmam 'O PO, ODC.1.4.1.0004.18 "T'panynnt”, O®C.1.4.1.0004.18 "Tpanyms”,
2 |Pasien s Curosoii ananus, ' P, menee 2,00 My - He menee 95 % Paamep uactii: menee 2,0 mm - 100%
P " lo®C.1.1.0015.15 menee 0,355 mm - He Gonee 70 % Paamcp uactun; menee 0,355 mum - 35%
Bpems yACPKIBAHHA OCHOBHOTO MHKA Ha XPOMATOrpaMMe
BricokoadupexTHBHaA HHIKOCTHAA MCMBITYEMOIO PACTBOPA, MPUIOTOBIEHHOrD Ul
3 |[lopnunHOCTE xpomatorpatus, ['® PO, KOJIHYECTBEHHOI'O OLPEEIeHHA, I0/KHO COOTBETCTBOBATS B3XX - TNoxursepikaena
OdC.1.2.1.2.0005.15 BPEMCHH YACPKHBAHHA KA HUMECY/THIA HA XPOMATOrpaMME
CTAHAPTHOTO PACTBOPA.
OnHOPOMHOCTE MACCHI 103MPOBAHHBIX Cpeanss macca - 1995mr
4 |Cpenusis macca  |mexapeTennsix opm, I'D Pd, 2000 mr = 7,5 % (ot 1850 210 2150 Mr) Opuoponnocts mMacest - 20/20 nakeros - ot -2,0% xo +
OdC.1.4.2.0009.15 33%
5 |Pacmapaemocts |[panynsr, I'® P®, ODC.1.4.1.0004.18 He Gonee 15 mun (B Bosie) - Imun
PretBOpEHRS, O IP:LJ:THBYOH b;’ r:) P(D:I'(:emcl:-lI -4';::3!0?}?:::11:[! IE:TBEM W HHABHOTO 45
6 [nomuHanNBHOTO PPEEHE JUDLTHRpARS A0enp ~ |He menee 70 % (Q) uepes 45 mun, nmopem:e O HOMHIEEHRED CONCpAtIn aepss
nekapeTBenHsiX gopyM, I'd PO, MUHYT - 84%
COJepIKaH A OBC.1.4.2.0014.15 - ot 83% no 86%
2 TIpu pacTBOpeHHH colep:kHMOro naketa B 100 mMn Bose ¢
7 Bzl i BusyaneHsii Temnepatypoii 20-25 °C B Teuenne 1-3 mun obpazyerca - CooTBETCTRYET
CyCHEH?.HI[ CYCIIEH3HA OT Gesnoro J10 CBETJIO=JKEJITOI'D LBETA.
Cycnenaua, nonydcHuan B Tecre "Buemnnii Bua cycnenann”,
8 CEI[HMBjITaLLHOHI{ Cycnensu, D PO, ODC.1.4.1.0014.15 nocne B3IGANTLIBAHHA HE IOMKHA paccnaneaTeca B Tedenue 2 |- He paccnansaerca
as yCTOHYMBOCTH it
9 |pH Honomerpusa, I'd Pd, ODC.1.2.1.0004.15 (O12,5 103,5 -299
npumeck C - He Gonee 0,3 % npiyveck D - 0,00%
Poncraennbe BeicokoaddexTiBHAS MHAKOCTHAA npumecs D - He Gosee 0,3 % npusecs C - 0,00%
10| OH xpomarorpabus, [P PO, moBad cAHHNYHAA HenacHTHgMUIHpoBaHHAK npHMech - He nobas eANHAMHAN HeHACHTADHLHPOBAHHAA TIPHMCCD -
TR O®C.1.2.1.2.0005.15 Gonee 0,2 % 0,00%
cymma npumceceii - He Bomnee 1,0 % cymma npameceii - 0,00%
Moreps 8 Macce [lotepsa B Macce npH BeicymuBaguyn, '@
’ He Bonee 1,0 % - 0,08%
11 jnpn P®, OBC.1.2.1.0010 ¢
BbICYUIHBAHHH
Opnuopoatocts goznposanust, I'D Pd,
O®C.1.4.2.0008.18 (cnocof 1);
OaHopoaHOCTE [pw - n=10
12 Beicoko3exTHBHAR HUAKOCTHAA B cooTeeTcTRIN € TpeGOBAHHAMI AVI - 7.1%
I03HPOBAHHHA -71%
xpomaTorpatus, I'D Pd,
0®C.1.2.1.2.0005.15
KonuuectseHnoe
I—— BricokoathpeKTHBHASA KHAKOCTHAA
13 [oTpeX X xpomarorpagus, I'D P, 07 50,0 o 110,0 mr -93,30mr
CONEPHAHME B | e 1.2,1.2.0005,15
0AHOM IakeTe
MihoEHo oIt Oburee wicno aspobHBIX MEKpoopranusmos - He Gonee 1 000 | OUYAM (KOE B 1 r) - Menee 10
14 P I'd Pd, ODC.1.2.4.0002.18 Kareropua 3A | KOE B | r OBuwee uncio 1posokessix 1 IlecHeBLIX rpubos - He| OUT (KOE 5 1 1) - Menee 10
Ckad qMCTOoTa Gonee 100 KOE s | r Escherichia coli - OtcyretBne s 1 ¢ Peaynstat Escherichia coli - He obuapyskeno 8 Ir
Tlo 2 r B makeT w3 KoMGHHNPOBAHHOrO MaTCpHANA - Tlo 2 r B MaKeT M3 KOMOMHHPOBAHHOTO MaTEpHANA
15 |Vraxosxa (6ymara/thomsra/mommaTines). o 9, 15 i 30 naketor BMecTe | (Gymara/thonsra/monustinen). [To 9 naketos amecte ¢

HHCprKuHEﬁ N0 NPHMEHCHHIO NOMCUICHE! B MAYKY H3
KapTOHA fUIA MOTPeBHTENBCKOIT TAPI.

Iacnmopr Ne 2893164 ot 16.04.2025

Crp. lm32



Ne
n/n

IMoka3zatenn
Ka4yecTBa

Meroa nensrranuii/HJ na MeTox
MCOBITAHHH

Tpe6osanus HII

PesyneTar HCnbITaHMI

MapkHpoBKa

1) Hepeuuran ynakoeKa JlekapcTBeHHOro npenapara. Ha nakete
YKAILIBAIOT TOProBOE HAHMEHOBAHHE TIPEnapaTa c
npeAynpeanTesHOI MapKHPOBKOii B, MexkayHapoquoe
HenaTeHTORAHIOe HAHMENOBANE, IEKAPCTREHHYIO GopAy,
IIO3HPOBKY, KOJIHMECTBO JIGKAPCTBCHHOIO CPENCTRA B [IAKCTE,
conepKanne AefCTBYIONIETO BEWECTBA, NPEAYNPE/HTENLHYI0
nagnucs ("Coflep:aT caxapoay.”), HidopMALHONIYI0 HAXITHCL
o cnocofie mpimeneHus ("'Crocob npumencHua”, "Tlpenapat
NPHHUMAIOT BHYTPS, No | nakety (100 Mr numecyuaa) asa
pasa B cytkH. [Ipenapar pekoMen lyeTca IPHHHMATE TIOCHE e/ibi.
CopepAiMOC MAKETa BBICAINAIOT B CTAKAH H PACTBOPAIOT
npiymepiio B 100 mn sonsr. ITpurorosnennsiii pacTaop
XPRHCHHIO HE NOMICHHT."), HAHMEHOBAHKE i CTPaHy (HPMbI-
pnagensua PY, ee TopapHBIi 3HAK (JIATHHHLEH), HAHMEHOBaHHE
H cTpaily (ipMEI-IPOHIBO/IUTENA, ¢¢ TOBAPHEIIT 3HAK, HOMEp
CCPHH, JaTy OKOHYAHHA CPOKa rogHocTH. 2) Bropryran
ynakosxa. Ha nayke yKkassipaioT TOProBoe HaMMEHOBaHKE
Npenapara ¢ npeiynpeaHTesloi MapKHpoBKoi ®),
MeiIyHApOIHOE HENATCHTOBAHHOE HAlMCHOBAHHE,
NeKapcTBEHHY10 (hopMY, KOMHECTRO NTAKETOR B YMIKOBKE,
KOJIMYECTBO JIEKAPCTBEHHOTO CPEJCTBA B [1AKETE, [JOIHPOBKY,
cofepxanie ACHCTRBYIOIICTO BELICCTRA B KAKIOM MAKeTe,
ycnoBHs xpanenna, naamucH ("Conepxur caxaposy.”,
"Xpannts B nepoctynuom ana aereii mecre!”, "Tipumennts no
Hajuavenuio Bpada.”, "He mpuMeHATh N0 MCTEMeHHH CPOKa
rOAHOCTH."), YCIIOBHA OTIIyCKa, pErHCTPALMONIEIL HoMep,
Hagmuck "®- 3aperHCTPHPOBAHNELT ToOBapHELl 3HaK", HOMEp
CBHOCTEJIECTBA O PErHCTPALINH TOBAPHOIC 3HAKA, HANMEHOBAHNE
# cTpany wipMei-Biaensua PY, ee TosapHsiii 3HaK
(naTHHAUCIH); HAHMCHOBaHIE, agpec, TencedioH i agpec caiiTa
(mpMBl-nponIsoauTens, ee TorapHsii anak, GTIN-kon, mrpax-
KOJl, HOMCp CCPHH, NaTy OKOHYaHHA CPOKA FOAHOCTH, CPEACTBO
uacaTHhikamn JIIT, TeXHOROTIYCCKIIE MCTKH B/HIH
tapmakon. JomonmuTenb0 Ha MaYKe Ha aHTAMACKOM SIbIKe
YKa3blBAIOT TOProBOC HAHMCHOBAHHC JICKAPCTECHHOIO
[penapara, MEKAYHAPOAHOE HeMATeHTOBAHHOEe HAHMEHOBAHNE,
NeKADCTBEHHYIO (hOpMY, IOIHPOBKY, KOJNHHECTBO [IAKETOR B
YTMAKOBKE, KOMHUYECTAO ICKAPCTBCHHOTO CPE/ACTRA B AKETE,
TOpProBoe HAHMEHOBAHIE JICKAapCTREHHOrO npenaparta HiH
norotun gupMel-eranensua PY (B 2aBHCHMOCTH OT YT
3pEHHA), HAHECEHHEIE METOOM MHKDOTECHEHE,

- 1) INepBHuHas ynmakoeKa NEXapcTBCHHOTO MPEHapaTa.
Ha nakete yxa3anbl: TOpropoe nauMeHonaime
nperapara ¢ peiynpenTebHoii MapkHponkoii ®),
MENAYHAPOJHOE HENMATEHTOBAHHOE HAHMEHOBAHHE,
nekapcTRennad (opma, 10INPOBKA, KOMHYECTRO
NICKAPCTBCHHOTO CPCACTBA B MAKCTE, COACPAKanHE
NeHCTBYIOWIErO BEIIECTBA, NPEAYNPENHTENEHYIO
napcs ("Cozepskut caxaposy."), HHOOPMALHOHHYIO
Hajnucs o cnocobe npumeHenns ("CrocoG
npuMenenua”, "[Ipenapat npHIHMAIOT BHYTPE, Mo |
nakery (100 mr HuMecynuia) 1Ba pasa B CYTKH.
Ipenapar pekoMCHAYCTCA PHHUMATE MOCIC CIBL
CofiepkHMOe AKETA BRICKINAIOT B CTAKAH H
pacTBOpAIOT npsmepho 8 100 ma sons!.
[IpUroToBIeRHEBI PACTBOP XPAHEHHIO HE MOANEKHT."),
HaHMeHOBaHHe H cTpaHa (HpME-Bnagensua PY, ee
TOBAPHBIIT 3HAK (TATHBHLETT), HAHMCHOBAHHE H CTPaHA
(bHPMBI-TIPONIBOMTENA, €¢ TOBAPHBII 3HAK, HOMEP
CEpPHH, JaTY OKOHYAHHA CPOKA FOAHOCTH. 2)
Bropuusan ynakoeka. Ha mauke ykajaHel: TOpropoc
HAUMENOBAHHE MPENAPATA ¢ NPEAYNPEANTENbIOH
Map:mponxo}"l ®, MCEYHAPOJHOC HCMATCHTOBAHHOC
HaUMEHOBaHHeE, JIeKApCTBeHEAN GOpMa, KONHYECTBO
TIAKETOR B YIIaKOBKeE, KOMTIECTBO IEKAPCTBENHOTO
CPCICTBA B NAKETE, A0IMPOBKA, CONCP/KAHHE
NeiiCTBYIOLIEro BEMIECTBA B KAMIIOM NAKETE, YCIOBHA
xpaueiind, Haamuen ("Conepsut caxaposy.”, "Xpauntn
B HCIOCTYMHOM JUIA AcTeit mecte!”, "[IpuMenaTs no
Ha3HaYeHHIO Bpaya.”, "He npHMeHaTs no HeTedeHnH
CpPOKa roIHOCTH."), YCIOBUA OTIYCKA,
PCrHCTPALHOHHBIN HOMEP, HoamHes "®-
33PETHCTPHPOBAIIILIT TORAPILI 31aK”, HOMep
CBH/ICTC/ILCTEA O periucTpanii TOBAPHOro 3HaKa,
HaKMeHOBaHHe H cTpaHa (upMe-nagensua PY, ee
TOBApHLIii 3aK (ATHHMLEIT); HAaUMElIOBANIHE, alpec,
Tc!lcqﬂ[)}l H afgpec caifra Ifl)llpMLl-l'lleﬂBOﬂ]ﬂ'c.l‘[ﬂ, cc
ToBapHslii 38ak, GTIN-koJ, WITPHX-KOJ, HOMEp CEpHH,
JiaTa OKOHYAHHA CPOKA FOJHOCTH, CPEACTBO
nacaTigkauny JIT, TexBON0rHYCCKIC MCTKH 1
(hapmakost. [JoNONHHTENBHO Ha MaYKe HA AHTIMACKOM
AILIKC YKA3AHBI: TOPrOBOE HANMCHOBAHINC
JICKAPCTBCHHOTO MPENapaTa, MekKIyHapoaHoe
HETIATEHTOBAHHOE HAHMEHOBAHHE, NTCKAPCTBEIHAA
(opma, 103HPOBKA, KONHYCCTRO MAKETOB B YNIAKOBKE,
KOJTHYECTBO NEKAPCTBEHHONO CPEJICTBA B MaKeTe,
TOPIOBOE HAHMEHOBAHHE JIEKAPCTHEHHOIO Npenapara n
norotun GpupMel-saagensua PY (8 3aBHCHMOCTH OT
VLA IpeHNA), HAHECEHHBIIT METONIOM MIKPOTECHEHHS.

Xpanenue: [Ipu remneparype He Boie 25 °C
Cpox rogaocts : 3 rona

Tonmen po: 03.2028

Ananns eeimonnen: 16.04.2025

3axmouenne OKK: Haiis ® rpanysisl ais NpHroTOBIEHHA CYCTIEH3HH 1714 npueMa BHYTPs 100 mr cepra: 030325 cooTBeTcTByeT TpeGoBaHHAM

HOpMaTHBHO# nokymenTauuu JITI-Ne(005552)-(PI'-RU)-2305

HauanbsHuk otaena KOHTPOJIfI KaY4ecTBa

[Macmopr Ne 2893164 or 16.04.2025

Crp.2u32



