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[ata npoussoactea: 10.2024 r.
AHanus BbinosiHeH no  JIM-Ne(005552)-(PIr-RU)-230524
ey HAMNEHOEAHRE Tpe6osanusa H PesynbTaTbi aHanusa
n/n rnokasarensi
1 | Onucaxue Cwmechb rpaHyn v nopotuka cBeTrno - xentoro [ CMecb rpaHyn U MOpoLUKa CBETNO -
LBeTa C 3anaxom anenbcuHa. [1o BHeLUHeMy | kenToro LBeTa ¢ 3anaxoMm anesibcuHa.
BMAY OOIPKHA CooTBeTCTBOBaTb TpeboBaHu- [0 BHelHeMy Bugy COOTBETCTBYET
am [® PO, OPC.1.4.1.0004.18 «[paHynbi» TpeboBaHuAM ro P,
0dC.1.4.1.0004.18 «[paHynbi»
2 | Pasmep vactuy, %
- meHee 2,00 mm He meHee 95 100
- meHee 0,355 mm He 6onee 70 43
3 | MoanuHHOCTb Bpemsi yaepxuBaHWsi OCHOBHOrO nuka Ha
XpomMaTorpaMMe  UCMbITYEMOro  pacteopa,
MPUrOTOBIEHHOTO  Ansi  KOSNUYECTBEHHOMO MoaTeepxaeHa
onpeeneHns, JOMMKHO COOTBETCTBOBATb
BPEMEHM yAepXUBaHUS Nuka HUMeCYnvaa Ha
XpomaTorpaMme CTaHAApTHOIO pacTeopa.
4 | Ghemian macta 2000 wr £ 7,5 % (ot 1850 50 2150 wr) 1990 ?”zr;g%/fﬁg 5%
5 | PacnagaemocTb, MUH He 6onee 15 (B Boge) 1
6 | Pacteopehue, % oT HomuHankHoro He meHee 70 (Q) 4epes 45 MuH. Cragusa S1; ot 92 oo 93
cofepxaHus
7 | BHELHWIA BUA, cycnieH3um [Mpyu pacTBOpeHUU CcopepXuMOro naketa B
CEN : G A o
100 mMn Boawl ¢ Temnepartypon 20-25 °C B CooTseTcTayer
TeyeHune 1-3 MuH obpasyeTcs cycrneHsus oT
6enoro o CBETNo-XenToro Upeta
8 | CegumeHTaUMOHHasH yCTOMYMBOCTD CycneHsusi nocne B3banTbiBaHUsI He JOMKHA CooTeeTcTayeT
paccnauBaTbCsl B TE4EHUE 2 MUH.
9 |pH Or25p0035 3,12
10 |PogacTteeHHble npumecy,%:
- |- npumecs C He 6onee 0,3 0,01
- npumeck D He 6onee 0,3 OtcyTctBYeT
- ntobasa eguHUYHas HenpeHTudUUK-
poBaHHasi nMpuMech He 6onee 0,2 OtcytctByeT
- CyMMa npuMecen He 6onee 1,0 0,01
11 | MoTepsi B Macce npu BbicywmMBaHun, % He 6onee 1,0 0,13
12 [ OpHOpOAHOCTL [O3UPOBAHNKSA B cooTtBeTcTBUM C TpebGoBaHMsAMY AVA= 3.9%
o PO, 09C.1.4.2.0008.18, cnocob 1 '
13 | KonnyectBeHHOe onpeaeneHne Hu- 07 90,0 10 110,0 99.0
MeCcynuaa B O4HOM NakeTe, Mr
14 | Mukpobuonorudeckas uncrora B cooTtBeTcTBUU C TpebOBaHMSMMU
i r® P®, OGC.1 .2.4.0002?18, KaTeropusi 3A CoTTRETRYET
15 | Ynakoska Mo 2 B NAKET M3 KOMBMHUPOBAHHOTO MaTEPU] Mo2rs. naKe6Te 13 KOMBUHUPOBAHHOO
ana (bymara/conera/nonuatuneH). Mo 9, 15 METEpUATA {OYHI-
5 ra/conbra/monnaTunex).
unu 30 nakeToB BMECTE C UHCTPYKLUMENR Mo Mo 9 o
NPUMEHEHMIO NMOMELLAIOT B NaYKy 13 KapToHa. 0 & NERIOL BMEGIE G MHETPRIGH
Nno NPUMEHEHUIO B NaYKe 13 KapToHa.
16 | MapkupoBka Ha nakeTe ykasblBalOT TOproBoe HaumeHo- [Ha nakeTe ykasaHbl: TOproeoe Haume-
BaHWe npenapata C npeaynpeauTensHON |[HOBaHWe npenapara C npegynpeau-
MapKupoBKoii ®, MexXayHapoZHOe HenaTeH- [TenbHOW MapkupoBkol ®, mexayHa-
TOBaHHOE HauMeHOBaHWe, NEeKapCTBEHHYIO [pOAHOE HENaTeHTOBAHHOE HaMMEHOoBa-
cdopmy, [OO3MPOBKY, KOMWYECTBO rlekap- |HUe, nekapcTBeHHas cdopma, 403MpoB-
CTBEHHOro cpefcTsa B nakeTe, COAepXaHue |ka, KONMYecTBO NEKapCTBEHHOro Cpea-
OENCTBYIOLWEro  BellecTBa, Mpeaynpeau- [CtBa B nakeTe, copepXaHue OencTey-
TenbHylo Hagnuch ("Cogepxut caxaposy."), |lowero BewecTsa, npeaynpeamTensHas
MHOPMALIMOHHYIO Haanucb o crnocobe npu- |Hagnuck ("CopepXuT caxaposy"), WH-
MeHeHuns ("Cnocob npumenenus", "lMpenapar |opmaumoHHas Hagnuce o crnocobe
npuHUMaioT BHYTpb, No 1 nakety (100 wmr [npumeHeHusa ("Cnocob npumeHeHus",
HUMecynuaa) Aea pasa B cyTku. [Npenapar ["lMpenapat npuHMMalT BHYTPb, Mo 1
pekomeHayeTcs npuHumath nocne eabl. Co- |nakety (100 mMr HUMecynupa) ABa pasa
JepXuMMoe MakeTa BbICbINAKT B CTakaH u (B cyTku. [lpenapar pekomeHayeTtcs
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Tpe6oBanua H

P63y.l1 bTaTbl aHaNuU3a

pacteopstoT npumepHo B 100 mn Bogbl. MNpu-
rOTOBMEHHbIA PAcTBOP XPaHEHUIO He nopJe-
XuT."), HammeHoBaHwe W CcTpaHy upmbl-
Bnagensua PY, ee ToBapHbIn 3HaK (naTuHu-
uen), HaumeHoBaHWe W CTpaHy UpMbl-
Npou3BOAMTENS, €e TOBApHbIN 3HaK, HoMep
cepuu, AaTty OKOHYaHWUs Cpoka roAHOCTY.

Ha nayke ykasblBalOT TOProBoe HauMeEHo-
BaHWe npenapara C npeaynpeavTensHon
MapkupoBkor ®, mMexayHapogHoe HernaTeH-
TOBAHHOE HaUMEHOBaHWe, reKapCTBEHHYIO
¢dopMy, KOMMYECTBO MAKETOB B YNaKOBKe,
KOMMYECTBO FEKapCTBEHHOrO cpeacrsa B
nakeTte, AO3MPOBKY, coAepXaHue AelcTBylo-
Liero BellecTBa B KaXAOM MakeTe, yCnoBus
xpaHeHus, Hapgnucn ("Cogepxut caxaposy",
"XpaHuTb B HEOOCTYNHOM Ans AeTell Me-
cre!", "lNpuMeHaTe NoO HasHavyeHuo Bpada.",
"He npuMeHsiITb N0 UCTEYEHUU CPOKa roAHO-
CTW."), ycrnoBusi OTMyCKa, PerucTpaumOHHbIN
HOomep, Hagnuch " ®- 3aperucTpupoBaHHbIN
TOBapHbIA 3HakK", HOMep CBUAETENbCTBA O
perucTpauum TOBapHOro 3Haka, HaumeHoBa-
Hue un crTpaHy dupwmbl-Briagensua PY, ee
TOBapHbIA 3HaK (nMaTtuHWUeln); HavMeHoBa-
Hue, agpec, TenedoH n agpec canta cup-
MbI-NMPOU3BOAUTENS, €€ TOBapHbIN 3HaK,
GTIN-koa, wWTpux-kO4, HOMEp cepuu, AaTy
Npou3BOACTBA, AATy OKOHYaHUS Cpoka rog-
HOCTW, cpepcTBoO uaeHTudumkaumm JIM, Tex-
Homornyeckue MeTku nwunu cpapmakos,.

[JononHutensHoO Ha Mayvyke Ha AHMMUUCKOM
A3blke YyKasblBalOT TOProBOe HavMeHOBaHWe
neKkapCTBEHHOro npenaparta, MexXxayHapoga-
HOe HermaTeHTOBaHHOE HavMEeHOBaHue, ne-
KapCTBEHHYI0 opMmy, . 103UPOBKY, Konuye-
CTBO MaKeTOB B YMaKoOBKE, KOMUYECTBO fe-
KapCTBEHHOro cpeacTBa B MakeTe, TOproeoe
HaVMEHOBaHWe reKapcTBEHHOrO npenapara
vwnu norotun cupmbl-Bnagensua PY (B 3a-
BUCMMOCTM OT yrna 3peHusl), HaHeCeHHble
METOA0M MUKPOTECHEHMUSI.

npuHumate nocrne eabl. Copepxumoe
nakeTta BbICbiMAOT B CTakaH M pacTBo-
psT npumepHo B 100 mn Bogpl. Mpu-
FOTOBMIEHHBLI PacTBOP XPaHEHWU He
noanexwr."), HauMeHoBaHue M cTpaHa
dupmbl-Bnagensua PY, ee ToBapHbIit
3HaK (nNaTvHWUUen), HauMeHoBaHue Wu
CTpaHa (upMbl-NnpousBoanTENs, ee
TOBapHbIN 3HaK, HOMep cepuu, parta
OKOHYaHUsi CpoKa roaHOCTMU.

Ha nauke ykasaHbl: TOproBoe Haume-
HOBaHMe npenapata C npeaynpeau-
TENbHON MapkupoBkoih ®, MexayHa-
poAHOEe HenaTeHTOBaHHOE HaWMEHOo-
BaHWe, neKkapCcTBeHHasi dopma, Komnu-
YeCcTBO MaKkeTOB B YMakoBKe, Konuye-
CTBO IleKapCTBEHHOro cpeacTea B na-
KeTe, [03MPOBKA, CoAepXaHue pei-
CTBYIOLLErO BELUECTBa B KaXKAOM Nake-
Te, ycnosusi xpaHenus, Hagnucu ("Co-
OepXuT caxapoay.", "XpaHutb B Hego-
ctynHom ansa geten mecre!", "Mpume-
HATb MO HasHaveHuo Bpada.", "He
NMPUMEHSATb MO WUCTEYEHWU CpoKa rog-
HocTW."), ycrnoBusi oTnycka, perucrpa-
LMOHHBI HOMep, Haanuck " ® - 3ape-
rMCTPUPOBAHHBLIN TOBAapPHbIA 3HAK", HO-
Mep CBUAETENbLCTBA O perucrpauuun
TOBapHOro 3Haka, HauMeHOBaHue u
cTpaHa dupMmbl-Bnagensua PY, ee
TOBapHLIN 3HAK (NaTUHULEN); Havume-
HoBaHue, appec, TenedoH u agpec
canta upMbI-NpOM3BOAUTENS, €€ TO-
BapHbIi 3HaK, GTIN-koa, wWTpux-Koa,
HOMEp cepuu, pJata Mpou3BOACTBa,
Jata  OKOHYaHus Ccpoka roJHOCTH,
cpeactea uaeHTudmkaimm JIM, TexHo-
noruyeckue MeTku u hapmakon,.
JononHutensHO Ha nmayke Ha aHrnui-
CKOM _ £3blke  yKasaHbl: TOoprosoe
HauMeHoBaHMe reKapCTBEHHOIO npe-
napara, MexgyHapogHoe HenaTeHTo-
BaHHOE HaWMEHOBaHWe, JieKapCTBEeH-
Has d¢opma, [A03NPOBKa, KONMUYECTBO
nakeToB B YNakoOBKe, KONMMYECTBO rie-
KapCTBEHHOro cpefcrea B nakeTe, Top-
roBoe HaumMeHOBaHWe NEeKapCTBEHHOro
npenapata u  norotun  cupmbl-
snagensua PY (B 3aBucumocTu ot yrna
3pEHUs), HaHECEHHble MEeTOoAOoM MUK-
POTECHEHUS.

17

Cpok rogHocTm

3roga

3roga
lopeH oo 10. 2027 .

XpaHeHnue: [Mpu Temnepatype He Bbiwwe 25 °C.

AHanuns BbINOJIHEH:

" 14 " Hosibpsa 2024 .

3AKNIOYEHUE: nekapcTBeHHbI! npenapat Hain3® rpaHynbl Ans NPUroToBrieHUsl CyCneH3um AN NpuemMa BHYTpb
100 mr cepusa: 051024 coorBeTcTBYeT TpeboBaHuaM JIM-Ne(005552)-(PIr-RU)-230524

AWN. Opemyk
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