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INACIHIOPT Ne 3324295

Haiiz ® rpanyasl AJisi IPUCOTOBJIEHHS CyCeN3HH JJIA npuemMa BHYyTph 100 Mr

Homep maptuu (cepun): 040525
Konuyectso B maptuu(cepun): 9872 ym.

Kon-Bo WITYK BO BTOPHYHOH ynakoske: Ne9

Jara npoussozctsa: 05.2025
Ananus emonuen no: JIIT-Ne(005552)-(PI'-RU)-230524

C HHCTPYKLHCH IO IPHUMCHCHHIO MOMCIUAIOT B MAYKY M3
KApTOHA JU1A MOTPCOUTENLCKOMH Taphl.

Ne | IToxazarens Meron ucneitanuit/H/I Ha MeToxn TieBoramt B T .
n/n Ka4dyecTsa HCIIBITAaHU I P Y bITaHuH
CMech rpanyJ H IOPOLIKA CBETIO-KENTOrO LBETA C 3aMaXoM c .
1 |Onucanue OpraHoNnenTHYeCKUi anenscuua. [1o BHEWHEMY BHIY AOMKHBI COOTBCTCTBOBATS ; M:CL l;p::lfl 1 1 [IOPOUIKA CBETIIO-KEITOrO UBETa ¢
Tpebosanuam D PD, ODC.1.4.1.0004.18 "['panyasr". ALIAKOM beHHA
2 |Pasmep wacran CuroBoii ananus, 'O PO, Menee 2,00 MM - He menee 95 % Pasmep yactuu: menee 2,0 mm - 100%
O®dC.1.1.0015.15 meree 0,355 mm - He Gonee 70 % Pasmep yactuu: meHee 0,355 M - 48%
BpeMst yaACPKMBaHHA OCHOBHOIO MHKA HA XPOMATOTPaMME
BricokoaddexTHBHAA KUAKOCTHAA HCIBITYEMOrO PacTBOPA, IPUTOTOBIEHHOTO /st
3 |([TopnuHHOCTH xpomarorpadus, ['® PP, KOJIMYECTBEHHOTO ONpe/eNeHHs, JOJKHO COOTBETCTBOBAT BIXX - MoarsepxieHa
O®PC.1.2.1.2.0005.15 BPCMCHH YACPXXHBAHHA MMKA HUMCCYIHJA HA XpOMaTorpaMme
CTaHJapTHOTO PacTBOPA.
OnHOPOOHOCTE MACCHI JO3HPOBAHHBIX Cpenuas Macca - 201 1mr
4 |Cpennsis Macca | nekapcTBeHHBIX Gpopm, 'O PO, 2000 mr £ 7,5 % (ot 1850 0 2150 mr) Opuopozaxocts Macesl - 20/20 nakeros - ot -3,8% 1o
O®PC.1.4.2.0009.15 +4,3%
5 |Pacnamaemocts |I'panynsi, ['® PD, ODC.1.4.1.0004.18 He 6onee 15 mun (B Boae) - 3Mun
I'panysl .1.4.1. .18;
FACTROEHNC, Of 'ch:[go e’!-li?ﬂljlf ;S;D cbxlx i:«(l)ao?)ialli;mx ;:mm o
6 |HOMHHAIBHOrO neKapCEBeHHMx op le JII, ® ]Z; o P He menee 70 % (Q) uepes 45 mum. ME:{:;: P;};I:; O HOMHHANLHOO CONEPRaLMA Hepes 43
el 2 - 9
CORCPAHMA | OdC.1.4.2.0014.15 - 01 85% 20 91%
< TTpu pacTBopeHuK coaeprkumoro nakera B 100 M Bogpl ¢
7 Breusuit sux BuzyanbHbli temneparypoi 20-25 °C B Teuenne 1-3 MuH obpasyercs - CooTBeTcTBYET
CYCICHIHH CYCICH3HS OT 6EIOr0 IO CBETNO-XKEITOr0 LBCTA.
CycreHsus, nony4cHHas B TecTe "BHCIIHHIL BUA CyCneH3HH",
8 Ceaumej{ TALMORE Cycnenzuy, 'O PO, OPC.1.4.1.0014.15 nocne B36aNTLIBAHMS HE JOMKHA PACCIAUBATECA B TEUCHHE 2 - He paccnansaercs
as yCTOMYHBOCTD o
9 |pH HWonomerpus, '® PO, OPC.1.2.1.0004.15 |O12,5103,5 -3,16
npumecs C - He Gonee 0,3 % npumecs D - 0,00%
e —_— BeicokoaddexTrBHAS KHAKOCTHASA npumecs D - He 6onee 0,3 % npumecs C - 0,00%
10 xpomarorpadus, I'd PO, n106as eaMHUYHAS HeMACHTH(PULUMPOBaHHas npuMech - He N106as eAMHHYHAS HCHICHTHUUMPOBAHHAS IPUMCCh -
HpHMECH 0O®C.1.2.1.2.0005.15 Gonee 0,2 % *{0,00%
cymma npumeceit - He Gonee 1,0 % cymma npumeceit - 0,00%
Iloteps B Macce
1 | :cpﬂ M IloTeps B Macce mpH BhICYmIHBaHMH, ['D He 6once 1.0 % 0.09%
P P®, O®C.1.2.1.0010 o B
BBICYILNBAHUU
OpuopoaxocTs posuposanus, I'd PO,
Onmopomsocrs | OTC:14:2:0008.18 (ciocob L); B 6 I P, OPC.1.4.2.0008.18 | Mlpu - n=10
12 cﬁm po et BrIcOK03()(heKTHBHAS KHAKOCTHAS ( c:gz:gc; )C TRILE TRCRORAHIIN ’ R A%"[-_ns_g%
AO3HP xpomatorpapus, ['D P, ’
O®dC.1.2.1.2.0005.15
KonmuuecTseHHoC
Sn————— Beicokod(dheKTHBHAS XKHAKOCTHASL
13 copen)xame . |xpomarorpadus, I'O PO, 0t 90,0 5o 110,0 mMr -99,50Mr
HEp O®C.1.2.1.2.0005.15
OIHOM ITaKeTe
MukpoGHOTOrHYe O6uiee yucno aspobHbIX MuKpooprann3Mos - He Gonee 1 000 |OYAM (KOE B I r) - Menee 10
14 cKkas a I'd PP, ODC.1.2.4.0002.18 Kareropus 3A |KOE g 1 r Obwee 4uCiI0 APOXNOKEBEIX M IUIeCHEBBIX rpubos - He| YT (KOE B 1 1) - Menee 10
Kas qHCTo Gonee 100 KOE B 1 r Escherichia coli - Otcyrcreue B | r Pesynbrat Escherichia coli - He oGuapyseno B Ir
ITo 2 r B maker U3 KOMOMHMPOBAHHOTO MaTEpHANIA - Io 2 r B makeT 3 KOMOMHHPOBAHHOTO MaTEpHAIa
15 |Vraxoexa (6ymara/ponsra/monustunen). Ilo 9, 15 wmm 30 makeros BMecte | (Gymara/donsra/momuatunen). o 9 makeror BMecTe ¢

HHCTPYKUHCH 1O MPUMEHCHHMIO IOMCLICHB! B MMAUKY M3
KapToHa 1A NOTPCOUTENLCKON Tapbl.
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Ne [ IToxaszarens Merton ucnerranui/HIl Ha MeTox .
Lu Tpebosauus HIT Pe3ynbTar MCIBITAHUH
wn KavecTBa HCIIBITAHHI
- 1) lepBuuHas ynakoBKa ICKapCTBCHHOTO NPCrapaTa.
Ha nakere ykasaHsl: TOproBoe HaMMEHOBAHHE
TIpernapara ¢ npeaynpeHTeIbHOH MapKHPOBKOH ®,
MEXIYHapOJHOE HEMaTEHTOBAHHOE HAMMEHOBAHHE,
1) Ieperunas ynakoBka JIekapcTBEHHOro npenapara. Ha nakere KAYHAPOL
Ka3blBAIOT TOProBOE HAMMEHOBAHME NPENapara ¢ HERAPCTRCHERA POpMA, JOSHPORIR, BOTHILATSN
4 Proso - JICKAPCTBECHHOTO CPEICTBA B MAKETE, CONCPKAHUE
NpeaynpeaHTEIbHON MApKHPOBKOH ®, M ayHapOAHOC «
JICHCTBYIOLIETO BELIECTBA, IPEAYTPEAUTENBHAT
HETIATEHTOBAHHOE HAUMEHOBAHHE, JIEKAPCTBENITYI0 HopMy, Hacs ("COEpKHT Caxapo3y."), HHOpMALMOHHAS
JIO3HPOBKY, KOJIHYCCTBO JICKAPCTBCHHOIO CPE/CTBA B NIaKeTe, HAATHCE O cnoc§6c n Mmcscrx{r ;[ (’,, CnocopG
COMIepXKaHKE NEHCTBYIOIIErO BEWECTBA, PEAYIPEaUTENbHYIO ouvenenus”. "IT enz B ———
naamucs ("ComepKuT caxaposy."), HE(OPMAUHOHHYIO HANIHCE HSKCT (100 lv;r u xfmecp mm:) P— Cy“rp u’
o cnocobe npumeHennus ("Criocob npumencuus”, "IIpenapar I cnay ——— c}',rcx S xle)arb noc).vrl:(cz-m
MPHHHMAIOT BHYTP, 0 1 naxety (100 mr numecymna) nsa ane inmie nake’raynucmnl;wT B CTaKaH H .
pasa B cyTkH. [IperiapaT peKOMEHIyeTCs MPHHUMATH I10CIE elbl. am‘; ST TIDtEpHo B 100:301 BOXEL
Coiep)KHMOC MAKETa BBICHINAIOT B CTAKaH H PACTBOPSIOT IE[ P PUveR : P
npumepHO B 100 M Boas!. IIpUroToBIeHHbIH pacTBOp PArOTOBISHHEGL PACTEOP XPAHEHHIO S8 IONTENTL. ),
i HaMMEHOBAHHKE H CTpaHa PUPMBI-Blanensua PV, ee
XPAHCHHIO HE ITOJVICKHT."), HAUMCHOBAHHE H CTPaHy HHPMbI- % &
5 - TOBApHBIH 3HAK (JIATHHHLCH), HAHMCHOBAHUC M CTPAHA
Bragensua PY, ee ToBapHbIit 3HAK (TATHHHLEH), HAUMEHOBaHKE DM OB MATAIN, B¢ TORADHLIE SHAR, HoHe
¥ CTpaHy (PHPMBI-TIPOH3BOIUTENA, €€ TOBAPHBIH 3HAK, HOMEp p P ? P 4 P
CEpHH, 1aTa OKOHYAHHSA CPOKA FOAHOCTH. 2)
CCPHH, IaTy OKOHYaHHA CPOKA OAHOCTH. 2) Bropuynas
Bropuunas ynaxopka. Ha mauke ykasaHsl: TOprosoc
ynakoBka. Ha nauke ykaseiBaioT TOProBoe HauMEHOBaHHE o
HpeISpaT S TIPS IATETLHON MADRHPOBEDH HaHMMEHOBAHHE Mperiapara ¢ Mpeaynpe uTenbHoi
P peny § MapKHpOBKO# ®, MCXKAYHAPOAHOE HCNATCHTOBAHHOC
MCX/yHAPOJHOC HCMATCHTOBAHHOC HAMMCHOBAHHE, ¥, i BOpMA, KOTHIECTEO
)| CT b
JCKAPCTRENEYIO GIOpMY, KOMINECTRO HAKETOB B YIAKDBKE, ITaKeTOB B YTaKOBKE L:<om‘xt{ecmo nixa CTBEHHOTO
16 |Mapkupoeka KOJIMYECTBO JIEKAPCTBEHHOIO CPE/CTBA B [IAKETE, JO3HPOBKY, y ’ P

COACPXAHHC JCHCTBYIOLICTO BEIICCTBA B KAKAOM MAKCTE,
ycnosus xpanenus, HananucH ("ColepxKuT caxaposy.”,
"XpaHuTh B HEDOCTYMHOM A4 Acreii mecte!", "TIpuMeHsTs no
Ha3HaYeHHIo Bpaya.", "He npHMEHATH MO HCTEYEeHHH CpoKa
FOAHOCTH."), YCIIOBHA OTITYCKa, PErUCTPALIMOHHBIH HOMEP,
HaanHuch "®- 3aperHCTPHPOBAHHBIN TOBAPHBIN 3HAK", HOMED
CBHJIETENLCTBA O PETHCTPAIlMH TOBAPHOTO 3HAKA, HAMMEHOBAHHE
u cTpany ¢upMmbI-Bianensua PY, ee ToBapHbIi 3HaK
(maTHHHUCH); HAHMCHOBaHKE, ajpec, TenchOoH K aapec caiita
(upmbI-nipousBoMTeNs, ee ToBapHsIit 3Hak, GTIN-KoA, WTpHX-
KOJI, HOMCp CCPHH, JaTy OKOHYAHHMs CPOKA TONHOCTH, CPEACTBO
unenTuuxanuu JII, TCXHOMOrHYECKUE MCTKH H/UIH
(apmakos. JJOMONMHUTENBHO Ha Ma4Ke Ha AHIIHHCKOM S3bIKE
YKa3bIBaKOT TOPrOBOC HAHMCHOBAHHE JICKAPCTBCHHOTO
TIpEnapaTa, MeXAYHAPOJHOE HEMATEHTOBAHHOE HANMEHOBAHHE,
JIEKapCTBEHHYIO (OpMY, JO3HPOBKY, KOIIMIECTBO [IAKETOB B
YTAKOBKE, KOMHYCCTBO JICKAPCTBCHHOIO CPEACTBA B MAKCTe,
TOProBOE HAMMEHOBAHHE JIEKAPCTBEHHOTO MpENapaTa Hin
noroTHI (pupMsi-Biagensua PY (8 3aBUCHMOCTH OT yriia
3PCHHA), HAHCCCHHBIC MCTOJIOM MHKPOTCCHCHHS.

CPE/ICTBA B IAKCTE, IO3MPOBKA, COACPIKAHHE
JEHCTBYIOIIETO BEMIECTBA B KKIOM [TaKeTe, YCIOBHS
xpanenus, nammucy ("Conepaxur caxaposy.”, "Xpauuts,
B HEAOCTYNHOM Aiia nereit mecre!", "IIpuMeHsTs o
Ha3Ha4YeHHIO Bpaya.", "He npuMeHATs no HeTeueHHu
CPOKa FOJHOCTH."), YCIIOBHS OTIIyCKa,
PCTHCTPALMOHHBIH HOMED, HAMHCE "®-
3aperHCTPHPOBAHHBIH TOBAPHBIH 3HAK", HOMep
CBHICTC/BCTBA O PCTHCTPALMH TOBAPHOIO 3HAKA,
HaHMEHOBAHHE H CTpaHa GpupMbI-Braziensua PY, ee
TOBApHbIH 3HAK (TATHHHUEH); HAMMEHOBAHHE, a1pec,
TeneoH u aapec caita GUPMBI-POU3BONUTENA, €&
ToBapHsIii 3HaK, GTIN-KoI, IITPHX-KOM, HOMEP CEPUH,
JlaTa OKOHYaHMs CPOKa FOJHOCTH, CPELCTBO
uncutHduKanuy JII, TEXHONOTHYECKHE MCTKH U
tapmaxon. JIONONHHTENBHO Ha IaYKe HA aHTTHICKOM
A3BIKE YKA3aHBI: TOProBOC HAMMCHOBAHHC
JICKapCTBCHHOTO TMPErapaTa, MeKAYHAPOAHOE
HEMaTeHTOBAHHOE HAMMEHOBAHHE, JIeKapCTBENas
(opma, IO3HPOBKA, KOMMYCCTBO NMAKETOB B yNAKOBKE,
KOJIHYECTBO JICKAPCTBEHHOTO CPEACTBA B NAKETeE,
TOProBO€ HAMMEHOBAHHE JIEKAPCTBEHHOTO IIPENapara 1
norotun ¢pupMel-Brazeasia PY (B 3aBHCHMOCTH OT

YTJIa 3pEHHU), HAHECEHHBIH METOJIOM MUKPOTECHEHHA.

Xpanenue: IIpu Temnepatype He Boiue 25 °C
Cpox roaHocTH : 3 roga

Tomen mo: 05.2028

Anamnz Beimonnen: 09.06.2025

Saxumouenue OKK: Haits ® rpanyJist ayist NPUroTOBICHHs CyCHCH3HH Ui Nipuema BHYTps 100 Mr cepus:

HOpMaTuBHOU HokymeHTauuu JIIT-Ne(005552)-(PI-R

HavyaabHUK oTHEAA KOHTPOJIA KayecTBa

IMTacomopt Ne 3324295 ot 09.06.2025

( im Jpemyk A.H.
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