KAHOH®APMA

Cepu

5%

OTAEN KOHTPOJIA KAYECTBA

MACIMOPT Ne 3

Hain3® rpaHynbl Ans npuroToBneHust CycrneH3um

NPOACKLLIH

a: 031024

nns npmema sBHyTpb 100 mr

Konuuectso npoaykunm B cepun: 10 016 yn. Ne 9

[arta npoussogctea: 10. 2024 r
AHanus sbinonHeH no JIM-003413-111220 u nam. Ne 1
Ne HanmeHoBaHue TpeGosanms Hfl Pox
ik AORARATAI o] ynbTaThl aHanuMs3a
1 | Onucanue CmMechb rpaHyn v nopoLuka CBETNO - XenToro | CMecb rpaHyn 1 MopoLuka CBETNO -
LiBeTa C 3anaxom anernbcuHa. [1o BHELIHeMy | XXenToro uBeTa C 3anaxom anenbcuHa.
BUOY [OMKHa CoOTBETCTBOBATb TpebosaHu- | Mo BHelHeMy BuMAY COOTBETCTBYIOT
am F'd PP, OPC.1.4.1.0004.18 «paHynbl» | TpeGoBaHUAM o PO,
09C.1.4.1.0004.18 «[paHynbI»
2 | Paamep yactul, %
- meHee 2,00 Mm He meHee 95 100
- meHee 0,355 mm He 6onee 70 51
3 | MNoanuHHOCTL Bpems ynepxuBaHMs OCHOBHOro nvka Ha
XpomarorpaMme  UCMbITYEMOro pacTBopa,
MPUrOTOBNEHHOTO AN KONMWUYECTBEHHOIro MopTBepxaeHa
onpepeneHns, [OOMMKHO COOTBETCTBOBATb
BPEMEHU yaepXuBaHus Nuka HUMecynuaa Ha
XpomarorpamMmme CTaHAapTHOIO pacTeopa.
4 | Cpepnan macca 2000 wrr + 7,5% (ot 1850 40 2150 mr) 1960 ?”{;52’,?2 ey
5 PacnagaemocTtb, MUH He 6onee 15 (B BOAE) 1
6 PacTtBopeHue, % oT HoMUHaNbLHOro .
ConepKaHNs He menee 70 (Q) yepes 45 MuH. Crapus S1; 01 77 o 79
7 | BHewHuin Bug cycneHsum MNpu pacTBOpEHUN COAEPXMMOro naketa B
o o
100 mn Boapl ¢ Temnepatypor 20-25 °C B Cootsercrayer
TeyeHne 1-3 MuH obpasyeTcsi CycneHsusi oT
6enoro 0 CBETNO-XeNToro usera
8 | CeanmMeHTaLMOHHas yCTOMYMBOCTb CycneHsus nocre B36anTbiBaHUs He JOSKHA CooTeeTcrayeT
paccrnauBaTbCs B TEYEHUNE 2 MUH.
9 pH 012508035 3,20
10 | PopcTtBeHHble npumecu,%:
- npumeck C He 6onee 0,3 0,01
- npumeckb D He 6onee 0,3 OtcyTtctBYyeT
- nobas eguHUYHas HenaeHTUUUN-
poBaHHas npumech He 6ornee 0,2 OTcyTtctBYeET
- CyMMa npumMecenm He 6onee 1,0 0,01
11 [ lMoTeps B Macce npu BbicywmsaHum,% He 6onee 1,0 0,10
12 | OgHOpPOAHOCTL 403UPOBaAHNUS B cooTtBeTcTBUM C TpebOBaHMSMU AV1=9 5%
o Po, OPC.1.4.2.0008.18, cniocob 1 '
13 | KonmyecTBeHHOE onpeaenexHme Hu-
Mecynuaa B O4HOM nakeTe, Mr 0790.,0 o 110,0 96,2
14 | Mukpobuonoruyeckas yncrora B cooTtBeTcTBUM C TpeboBaHMsSIMY
Fd Pd, OC.1 .2.4.0002?18, Kareropus 3A CoaTesTeTEyeT
15 | YnakoBka Mo 2 r B nakeT 13 koMBUHMpPOBaHHOrO MaTtepw- Mo 2 r B nakeTe M3 KOMOGUHMPOBAHHOIO
ana (bymara/donera/monuaTunex). Mo 9, 15 | maTtepuana (byma-
unu 30 nakeToB BMECTe C UHCTPYKLMEl no ra/conera/nonuaTunen).
NMPUMEHeHNI0 NOMELLIAIOT B MayKy U3 KapToHa. | [To 9 nakeToB BMeCTe C WUHCTpyKLUMENn
N0 NPMMEHEHMIO B MaYKe U3 KapToHa.
16 | MapkupoBka Ha nakeTe ykasblBaloT TOProBoe HauMeHo- |Ha nakeTe ykasaHbl: TOProsoe Haume-
BaHMe npenapata C npegynpeauTenisHOW [HOBaHMe npenapata C npeaynpeau-
MapkupoBkon ®, mexayHapogHoe HenaTeH- |TenbHoW MapkupoBkol ®, MexayHa-
TOBaHHOE HaNMEHOBaHWE, FEeKapCTBEHHYIO |pOAHOE HEMaTeHTOBaHHOE HaMMeEHOBa-
dopMy, [03MPOBKY, KOMWYECTBO Jiekap- [HWe, NiekapCTBeHHasi hopma, [03MpoB-
CTBEHHOrO CpefcTsa B MakeTe, CoAepXKaHue |ka, KONMMYecTBO NEeKapCTBEHHOrO cpea-
AencTeylollero  BeLecTBa, Npegynpeau- [cTeBa B NakeTe, cofepxaHue AeicTay-
TenbHylo Hagnuck ("CopepxuT caxaposy."), [ioLero BewecTsa, npeaynpeauTtensHas
MHOPMAaLIMOHHYIO Haanucb o crnocobe npu- [Hagnuck ("Copepxut caxaposy"), uH-
meHeHns ("Cnocob npumeHenus”, "lNpenapat |opMaumoHHas Hagnucb o crnocobe
npuHUMatoT BHYTpb, No 1 nakety (100 wmr [npumeHeHust ("Cnoco® npumeHeHus",
HUMecynuaa) Asa pasa B cyTku. lNpenapart |"lpenapaT npuHUMAaOT BHYTPb, Mo 1
pekomeHdyeTcs npuHumaTh nocne edbl. Co- [nakety (100 mMr HUMecynupa) aea pasa
[JepXumMoe nakeTa BbICHINAT B CTakaH M |B cyTku. [lpenapar pekoMeHayertcst

CtpaHuya 1 us 2



Ne
n/n

HaumeHoBaHue
rnokasarensi

Tpeb6oBanus HQ

Pe3yn bTaTbl aHanNu3a

pacteopsatoT npumepHo B 100 mn Bogbl. Mpu-
FOTOBMEHHbI PacTBOP XPaHEHMIO He noane-
XUT."), HaUMEHOBaHWEe U CTpaHy QUPMbI-
Bnagensua PY, ee ToBapHbI 3HaK (NaTuHU-
uei), HauMeHOBaHMe U CcTpaHy UPMbI-
NnpousBoAUTENsl, ee TOBapHLIA 3HaK, HOMeEp
cepuu, AaTy OKOHYaHusl Cpoka roAHOCTU.

Ha nauyke ykasbiBalOT TOpProBoe HauMeHo-
BaHMe npenapata C mnpeaynpeauTenbHON
MapkupoBkon ®, mexayHapoaHoe HenaTteH-
TOBaHHOE HaWMEHOBaHWe, IeKapCTBEHHYIO
dopmy, KONMYECTBO NaKETOB B YNakoBKe,
KONMUYECTBO NEKapCTBEHHOrO cpeacTBa B
nakete, AO3UPOBKY, COAEpXaHUe OeiCTBYIo-
LLero BellecTBa B KaAOM NakeTe, YCroBus
XpaHeHud, Hagnucu ("Cogepxut caxaposy",
"XpaHuTb B HegoCTYyNnHOM [Ans OeTeil me-
crel", "TIpumMeHsITb NO HasHayeHuio Bpaya.”,
"He npuMeHsiTb MO UCTEYEHUM CpoKa rofHO-
CTW."), ycnoBsusi OTnycka, perucTpauyoHHbIN
HoMep, Hagnuck " ®- 3aperucTpyMpoBaHHbIi
TOBapHbLIM 3HaK", HOMep CBMAETENbCTBA O
perncrpaumn TOBapHOro 3Haka, HaumeHoBa-
HMe un cTpaHy dupmbl-Bnagensua PY, ee
TOBapHLIN 3HaK (NaTuHULEN); HauMeHoBa-
Hue, agpec, TenedoH u agpec canta dup-
MbI-NMPOV3BOAUTENS, €€ TOBapHbIii 3HaKk,
GTIN-ko4, LWTpUX-KOA, HOMEp Cepuu, paty
OKOHYaHMs1 cpoka rogHOCTU, CPEACTBO UAEH-
Tudukauum JIM, TexHomornyeckue MeTKu
u/vnu cdapmakon,.

[ononHutensHO Ha nadke Ha aHMUACKOM
A3blke YKa3blBaOT TOProBoe HaumMeHOBaHWe
NeKapCTBEHHOro npenapara, MexXxayHapoa-
HOe HernaTeHTOBaHHOe HauMeHOoBaHue, ne-
KapCTBEHHyl0 dopMy, [03UPOBKY, Konuye-
CTBO MaKeTOB' B YMakoBKe, KONUMYECTBO fie-
KapCTBEHHOro cpefcrea B nakeTe, TOproeBoe
HaumeHoBaHMe neKapCTBEHHOro npenapara
unu norotun dupmbl-Bragensua PY (B 3a-
BUCMMOCTM OT yrna 3peHusi), HaHeCeHHble
METOAOM MUKPOTECHEHUS.

npuHumarb nocne egpl. Cogepxumoe
nakeTa BbICLINAOT B CTakaH U PacTeo-
pstoT npumepHo B 100 mn Boabl. Mpu-
FOTOBMIEHHBIN PacTBOP XPaHEHWI0 He
noanexur."), HauMeHoBaHue M cTpaHa
dupmbl-Bnagensua PY, ee ToBapHbIn
3HaK (MaTuMHMUENn), HauMeHoBaHuWe wu
CTpaHa uUpMbI-NpoOU3BOAUTENS, ee
TOBapHbI 3HAK, HOMep cepuu, aata
OKOHYaHUS CpoKa roHOCTHM.

Ha nayke ykasaHbl: TOproBoe Haume-
HOBaHWe npenapata c npeaynpeau-
TeNbHOW MapKupoBkon ®, MexayHa-
pogHoe HenaTeHTOBaHHOE HauMeHo-
BaHue, nekapcreeHHas cdopma, Konu-
4YeCTBO MaKeTOB B YMakoBKe, Konuye-
CTBO IEeKapCTBEHHOrO CpeacTea B na-
KeTe, [03MpOBKa, codepXaHue aei-
CTBYIOLLErO BELLECTBA B KaXOOM Make-
Te, ycrnosus xpaHenus, Hagnucu ("Co-
OepXuT caxaposy.", "XpaHuTb B Heno-
ctynHom ana getein mecte!", "Mpume-
HATb MO HasHayeHuio Bpava.", "He
NPUMEHSATb MO WUCTEYEHUU CpoKa rof-
HOCTW."), ycrnoBus OTMycka, perucrpa-
LIMOHHBLIN HOMEp, Hagnuck " ® - 3ape-
MMCTPUPOBAHHBIN TOBAPHbIN 3HaK", HO-
Mep cBuAeTenbCTBa O perucrpauum
TOBApHOro 3Haka, HauMeHoBaHuWe u
cTpaHa dupmbl-Bnagensua PY, ee
TOBapHbIN 3HAK (NaTvHuUUel); Haume-
HoBaHue, appec, TernedoH u agpec
canTta chupMbi-nponsBoanUTeEns, ee To-
BapHblii 3Hak, GTIN-kog, wTpux-koa,
HOMEp cepuu, Aara OKOHYaHUs cpoka
rogHOCTW, CcpeacTBa UaeHTUdMKaLMn
JIN, TéxHomornyeckme MeTKu U apmMa-
Kop.

[lononHUTensHO Ha Nayke Ha aHrmuii-
CKOM __ A3blKE  YyKa3aHbl: TOprosoe
HalMeHOBaHMe feKapCTBEHHOro mpe-
naparta, MeXAyHapoJHOe HenaTeHTo-
BaHHOE HaWMEHOBaHWe, rneKapCTBeH-
Has dopma, [03MPOBKA, KOMUYECTBO
NnakeToB B YMaKoBKe, KOMUYECTBO fe-
KapCTBEHHOro cpeacTea B nakeTe, Top-
roBo€ HaVMEHOBaHWe NeKapCTBEHHOro
npenapara W norotun  pUpMbI-
Bnagensua PY (B 3aBucuMocTu oT yrna
3pEHNs), HaHeCeHHble MEeTOAOM MUK-
poTecHeHus.

17

Cpok rogHocTU

3roga

3ropa
lopexn go 10. 2027 r.

XpaHeHue: [1py Temnepatype He Bbiwe 25 °C.

AHann3 BbINOSHEH:

3AKINMKOYEHMUE: néKapCTBeHHblﬁ npenapat Hai3® rpaHynbl ans npUroToBneHuns cycne ﬁ%ﬁnﬂ npu
100 mMr cepus 031024 cooTBeTCcTBYET TpeGoBaHusaAM JIM-003413-111220 n nam. Ne 1 ‘

HavanbHuk oTaena KOHTpONA Ka4vyecTtBa

"11" Hoabpsa 2024 r.
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