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IMACIIOPT Ne 5227904

Haiiz ® rpanyJibl AJIA NPUTOTOBJEHUsI CYCIIeH3HH N1 npuemMa BHYTph 100 mr

Howmep maptuu (cepum): 151125
Komiryectso B mapTHH(cepHH): 9936 ym.

Kon-BO WTYK BO BTOPHYHO#M ymakoBke: Ne9

Jlata npoussoactaa: 11.2025
Amnanmu3 emonHeH no: JIII-Ne(005552)-(PT-RU)-200225

::;«;I ITokazaTens MeTon uanITaHHu/H:[I Ha METOX TpeSoamus HII PesyiEraT HemTARN
Ka4yecTBa HCIBITAHHH
1 |Onucanue OpramosenTHIeckHil CMech rpaHyJl M IOPOLIKA CBETJI0-KE/ITOrO LIBETA C 3a[[AX0OM - CMeCh IpaHyJ1 1 NOPOLUKA CBETIIO-KCITOr0 LBETA C
AMNesbCHHA. 3aM1aX0M arCabCHHA.
- Menee 2,00 mm - He menee 95 % Pasmep yactuu: meuee 2,0 mm - 100%
2 |Pasmep yactuut | Curosoit anaus, I'® PO, 00C.1.4.2.0032 Menee 0,355 MM - He Gonee 70 % Paszmep yactuw: Meree 0,355 mm - 41%
Bpewms yIepKUBaHHA OCHOBHOTO [THKA HA XPOMATOrpaMMe
BrIcoK03(EeKTUBHAS HKHAKOCTHAS HCIIBITYEMOTO pacTBOpa, MPUIOTOBJIEHHOTO JUIst
3 |Upenrudukanus |xpomatorpadpus, 'O PO, KOJIHYCCTBCHHOIO ONPCAC/ICHMS, JOJDKHO COOTBCTCTBOBATD BIXX - IoxrsepxucHa
0OdC.1.2.1.2.0005 BPCMCHH YICPXKHBAHHS MHKA HUMCCYNINIA HA XPOMATOTPaMMe
CTan/a] ZTHOFO [zacmopa.
o OJHOPOJHOCTB MACChI IO3HPOBAHHBIX Cpenmsas Macca - 1988mr
4 |-/RHOPORHOCTE JIeKapCTBEHHBIX (opM, I'D PD, 2000 mr * 7,5 % (ot 1850 mo 2150 mr) OpnropoauocTs Maces! - 20/20 naketos - ot -2,2% 10
il 0PC.1.4.2.0009 +1.9%
5 |PacnamaeMocTh gz‘;zan;g\{;gfggg’u: IZ: ; %l;al%cmeﬂﬂmx He Gonee 15 mun (B Boae) - 2MHH
L — ll;‘ggnynm, I'd Pd, OPC.1.4.1.0004; Cranus - S1
6 |womumamsroro TBOPEHHE U1 TBEPABIX TO3HPOBAHHBIX He mertee 70 % (Q) 4epes 45 muit. PacTBOpEHHE OT HOMHHAJILHOTO COAEPKaHHUA yepes 45
JIeKapcTBEHHBIX (opM, I'D PD, MuHYT - 83%
CORCPIAHMA | 0dC.1.4.2.0014 - 01 79% 1o 88%
BHewHHi BU Ilpu pacTBOpcHHH coacpxkuMOro nakera B 100 M Bogwi ¢
7 Cycnensuy, ['D PO, ODPC.1.4.1.0014 Temmneparypoii 20-25 °C B Teuenne 1-3 MuH 06pazyeTcs - CooTBercTBYET
CYCIEHI] CYCIICH3MS OT BEJIOro 10 CBET/IO-KEITOr0 LBETA.
CenmmenTaupons| CeAUMEHTALMOHHAA YCTORYMBOCTS, [D CycneHsus, nony4cHHas B TecTe "BHCIIHHH BUI CyCHICH3HH",
8 . rnocine B36anTbIBAaHKS HE NOJDKHA paceiauBaTscs B Teuenue 2 |- He paccnansaercs
as ycroituuocth |P®, OPC.1.4.2.0029 MU
9 |pH Honomerpus, I'® PO, OPC.1.2.1.0004 0r12,5m03,5 -3,19
TIpumecs C - ne Gonee 0,3 % npumecs D - 0,00%
BricokoaddexTusHas KUAKOCTHAS Tpumecs D - e Gounee 0,3 % npumecs C - 0,00%
10 |[Ipumecu xpomarorpadus, 'O PO, Jlobas efMHUYHAs HEMACHTUOULUPOBAHHAS IPHMECE - HE moGast eAMHIYHAS HEHICHTH)HUMPOBAHHAS IPUMECE -
0®C.1.2.1.2.0005 Gonee 0,2 % o 0,00%
Cymma ngnﬁeccﬁ - He 6onee 1,0 % cymma npuMeceit - 0,00%
1 Llokepa & sacce TloTeps B Macce npH BICymHBaHKH, ['D He 6 1.0 % 0.25%
P PO, ODC.1.2.1.0010 e bonee L0 T
BBICYIIHBAHUU
OpuoponHocTs nozupopanus, ' PO,
OnHOPOJHOCTH O®C.1.4.2.0008 (crocob 1); B coorsercteun ¢ TpedoBanuamu I'd PO, ODPC.1.4.2.0008 I -10
12 |nosupoBanusix | BricokoaddexTHBHASL KUAKOCTHASL (cnocob 1) Aglﬂl -]18_7"/
eUHUL] xpomarorpadus, I'® PD, Tlokasarens npuemaeMoctu (AV) gomkeH GbiTs He Gonee 15,0. AR
O®dC.1.2.1.2.0005
KonuuecTBeHHOE
BeicokoahpeKTHBHAS KUAKOCTHAA
15 |EIPSACICHHE; xpomarorpadus, I'G PP, 0t 90,0 no 110,0 mMr -92,80Mr
COACPXARNE B | 5y 1.2.1.2.0005
OJHOM IaKeTe
Obuiee YMCN0 adPOOHBIX MHKPOOPraHH3MOB - He Gonee 1 000
KOEsIr OYAM (KOE B 1 r) - Menee 10
14 Mutkpo6uozoririe I'd PP, OPC.1.2.4.0002.18 Kateropust 3A | Obuiee 4ncio APOXIKEBBIX U IUIECHEBEIX IPHGOB - He Gonee 100 | OUT (KOE B 1 1) - Menee 10
CRAAIHCTOTS: KOEeIr . Pesynsrar Escherichia coli - He o6uapysxero & It
Escherichia coli - orcyTctBue B 1 T
TTo 2 r B makeT M3 KOMOMHMPOBAHHOTO MaTCpHANA -Io 2 r B MakeT U3 KOMOMHUPOBAHHOTO MaTCpHala
15 Onucanue (6ymara/ponsra/monuatunen). ITo 9, 15 wnu 30 makeros Bmecte | (Gymara/pomnsra/monustuien). ITo 9 naketoB BMecTe ¢
YIAKOBKH C MHCTPYKLKCH 110 IPMMCHCHHIO IOMCLIAIOT B MAYKY M3 HHCTPYKLHCH 110 MPUMCHCHHIO MOMCILCHB! B 1a4Ky H3
KapToHa. KapTOHa.
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Ne | Iloxasarens
/i Ka4ecTBa

Meron ucnerranuid/HJ Ha MeTon
HCTIBITAaHU I

Tpebosanus HJT

Pe3ynbTaT UCIBITAHHH

16 |MapkupoBKa

Ha nepeuuHoOit ynakoBke (MakeTe) Ha pyccKoM A3BIKC
YKa3bIBAIOT: TOProBOE HAMMEHOBAHHE Nperapata ¢
TpERYNpEeNHTENBHOR MapKUPOBKOH ®, MeXXIyHapoanoe
HCMATCHTOBAHHOC HAMMCHOBAHMC (Ha PYCCKOM H aHMIHHCKOM
A3BIKE), JIEKAPCTBEHHYIO (HOPMY, HO3HPOBKY, KONHYECTBO
JISKapCTBEHIOI'0 CPEJCTBA B NAKETE, COACPIKAHHE
JCHCTBYIOLICTO BEICCTBA, MPEAYNPEAUTENBHYIO HANMUCEH
«ConepxKuT caxaposy.», HHPOPMALHOHHYIO HA/MHCH 0 criocobe
np s («Criocod np », «[Ipenapar npUHUMaIOT
BHYTS, 10 | makery (100 Mr HuMcCynHaa) ABa pa3a B CYTKH.
Tlpenapar pekoMen/yeTcs NpHHIMAaTh rocie easl. Coxepkumoe
MAKeTa BBICHITAIOT B CTAKaH M PaCTBOPAIOT MpHMEpHO B 100 M
BOzIbl. [IpHrOTOBNECHHBIH PACTBOP XPAHEHHIO HE [OAJICKHT.»),
HAaUMEHOBAHHME M CTPaHy (MPMBI-JEPXKATENs PErHCTPALUHOHHOIO
YIOCTOBCPCHHA, CC JIOTOTHII (IATHHMLICH), HAMMCHOBAHHC H
CTpaHy (MPMBI-TIPOH3BOJIUTENA, €€ JIOTOTHII, rpaduueckoe
H3006paXeHHUE 11aKETa, BHICHIIIAEMOr0 B CTaKaH C KHAKOCTBIO,
HOMCp ccpHH (aTa MPOU3BOJCTBA BKIIOYCHA B HOMCP CCPHH),
JaTy UCTCYEHHUS CPOKa rOAHOCTH, JOTIOJIHUTEIABHO MOTYT ObITH
HAHCCCHBI IIPOM3BOACTBCHHBIC HIIH TEXHOIOTHYCCKUC OTMETKH,
pacrnonoxeH1e H popma KOTOPBIX MOMKET H3MCHATECA. Ha
BTOPHYHOM YNMaKoBKe (avyke KapTOHHOMH) Ha PYCCKOM A3bIKE
YKa3bIBAIOT: TOProOBOC HAHMCHOBAHHC MPEMapaTa ¢
npeaynpeauTenbHON MapKHPOBKON ®, MeXayHapoAHOE
HETIATEHTOBAHHOE HAMMEHOBAHHE, JIEKAPCTBEHHYIO (hopmy,
KOJIHYCCTBO MAKETOB B YNIAKOBKE, KOJIMYCCTBO JICKapCTBCHHOTO
CPEJICTBA B MaKeTe, IO3HPOBKY, COAEPKAHHE ACHCTBYIOIIErO
BCILCCTBA B KA)KOM IIAKCTE, YCIOBHA XPAHCHHSA, HAJITHCH
(«Copepxut caxaposy.», «XpaHHTs B HEIOCTYIIHOM IS ACTCH
MecTe.», «I1p 0 Bpaya.», «He npumenarTs
IO HCTCYCHHH CPOKA TOXHOCTH.»), YCIOBHS OTITYCKa, HAXMHCE
«® — 3apernCTPUPOBAHHEIH TOBAPHBIH 3HAKY, HOMEP
CBHMJETEILCTBA O PETMCTPAIMH TOBAPHOTO 3HAKA, HAMMEHOBAHHE|
H CTPaHy (MpMBI-ACPXKATC/s PErHCTPALHOHHOTO
YAOCTOBEPEHHA, €€ JIOFOTHM (IATMHUIIEH); HANMEHOBAHHE H
cTpany (upmsI-ipoussoaurens, ee norotun, GTIN-kox,
ITPHX-KOJ, rPadHUCcKOe H30OPAXKCHHE TAKCTA, BHICKITACMOrO
B CTaKaH C XHIKOCTBIO, HOMEp CepHH (J1aTa MPOU3BOJICTRA
BIJIIOYCHA B HOMED CCPHH), JaTy HCTCYCHHA CPOKA IOJHOCTH,
wrpux-koa B popmate DataMatrix, HHANBHIYaNbHBI
CepHHHEbIiT HOMEp TOPrOBO# €THHHIIbL, JOIIOMHHTENEHO MOTYT
ObITh HAHCCCHBI IPOM3BOJCTBCHHBIC HITH TEXHONOTHYCCKHE
OTMETKH, PACTIONOKEHHE W (POPMa KOTOPBIX MOKET HIMEHATBCA.
JIONONHUTENEHO HA BTOPHYHOH YIIAaKOBKE (ITa4Ke KapTOHHO#M)
Ha aHTJIHHCKOM A3BIKE YKA3bIBAIOT: TOProOBOC HAMMCHOBAHHE
JIEKapCTBEHHOTO MperapaTa, MeX/TyHapOJHOE HENaTeHTOBaHHOE
HaHMCHOBAHHE, JICKAPCTBCHHYIO GOpMY, O3HPOBKY,
KOJIHYECTBO NAKETOB B YAKOBKE, KOJIMYCCTRO JICKAPCTBCHHOTO
Cpe/ICTBa B MAKETe.

Thb IO Ha3!

- Ha nepBuyHO# ynakoBke (mMakere) Ha pycCKOM SI3BIKE
yKa3aHbI: TOProBOE¢ HAMMEHOBAHHE Npernapara ¢
[pENyNPENHTENLHOR MapKHPOBKOH ®,
MCX/YHApOIHOC HCMATCHTOBAHHOC HAMMCHOBAHHCE (Ha
PYCCKOM H aHTJIHHCKOM A3BIKE), IEKAPCTBEHHAL
(opma, 103MpOBKA, KOJIMYECTBO JIEKAPCTBEHHOI'O
CPCACTBA B MAKCTC, COACPKAHHUC ACHCTBYIOLICTO
BEIECTBA, MPEAYTPEAUTENbHYIO HAIMHCE «COMEPKUT
€axapo3y.», HH)OPMALHOHHYIO HAXIKCE O cnocobe
npuMeHeHns («Crioco6 npumeneHus», «Ipenapar
IPHHHMAIOT BHYTPS, 1Mo | makety (100 Mr
HHMCCYJIHIA) 1Ba pa3a B CyTKH. IIpcrmapar
PCKOMEHIYETCA IPUHHUMATD OCNE €/1bI. COHCP)KHMOC
I1aKeTa BLICBHINIAIOT B CTAKaH H PACTBOPSIOT IIPHMEPHO B
100 M Boasl. IIpHroTOBICHHBIH PaCTBOP XPaHCHHIO HE
TOJUIEKHT.»), HAMMEHOBAHHE M CTpaHa (GHpPMBI-
JICPIKATEJIA PErUCTPALMOHHOTO YIOCTOBCPCHHMS, CC
JIOTOTHII (IATHHHMLCH), HAMMCHOBAHHC H CTPaHA
(MPMBI-POM3BO/INTEA, €€ JOTOTHUII, rpaduyeckoe
H300PaXKCHHC MAKCTA, BBICHIIACMOrO B CTAKaH C
MKHIKOCTBIO, HOMEP CepHH (IaTa NPOU3BOJCTBA
BKJIIOYEHA B HOMEP CEPHH), IaTa HCTEYCHHS CPOKa
TOIHOCTH, HAHCCCHBI TCXHOIOTMYECKHE OTMETKH, Ha
BTOPHYHOH YMaKkoBKe (NayKke KapTOHHOI) Ha pycCKoM
A3BIKE YKA3aHBI: TOProBOC HAMMCHOBAHKC IPENApaTa ¢
NPEAYNPEAUTCABHOH MapKHPOBKOH ®,
MEXIyHapOHOE HEMaTeHTOBAHHOE HAMMEHOBAHHE,
JICKapCTBEHHAs (OpMa, KOJTHUCCTBO NMAKCTOB B
YMaKOBKE, KOMHYECTBO JIEKAPCTBEHHOTO CPEACTBA B
TnakeTe, JO3MPOBKa, CoJiepKaHue lleFICTBleII.lEI'O
BCLUCCTBA B KAXKOM MaKCTC, YCIOBHA XPAaHCHHA,
HaanucH («CoNepiKHT caxapo3y.», «XpaHHTb B
HEeIOCTYIIHOM 1A ieTel Mecte.», «[IpHMeHATD 1o
HA3HAYCHHIO Bpaya.», «He NPUMEHATE No HeTeYCHUH
CPOKa FOJIHOCTH.»), YCIIOBHA OTIYCKa, HAAMHCH «® —
3apErHCTPHPOBAHHBIH TOBAPHBIH 3HAKY, HOMCD
CBHJIETENBCTBA O PETHCTPALMH TOBAPHOrO 3HAKA,
HaMMEHOBAHHE U CTPaHa GpUPMBI-JepKaTens
PCTHCTPALIHOHHOTO YIOCTOBCPCHHUSI, CC TOTOTHII
(naTHHMLEH); HAUMEHOBAHME U CTPaHA PUPMbI-
npoussoaurens, ee sororun, GTIN-Ko, WTPUX-KOA,
rpaduycckoe H30OPaXCHUE MTAKETA, BHICHINIACMOrO B
CTaKaH C XHIKOCTBIO, HOMEP CepHH (fata
MPOH3BOJICTBA BKJIIOYEHA B HOMEp CEpPUH), JaTa
HCTCUCHHA CPOKA MOJHOCTH, IITPHX-KO B (hopmare
DataMatrix, HHIAMBHIYaJbHBIH CEPHIHBIH HOMep
TOProBOMH CAMHMLIBI, HA MAYKY HAHCCCHBI
TEXHONIOTHYECKHE OTMETKH. JJOMOMIHUTEIBHO Ha
BTOPHYHOH yraKkoBKe (MTagke KapTOHIHO#) Ha
AHIVIHICKOM A3BIKE YKA3aHBI: TOPrOBOC HAMMCHOBAHHC
JIEKapCTBEHHOTO NPEenapaTa, MexAyHapoaHOe
HElaTeHTOBAaHHOE DBAHHE, JIEKapCT

(opma, NO3HPOBKA, KOJIHYCCTBO MAKCTOB B YMAKOBKE,

KONHUYECTRO JICKADCTBEHHOrO CPEACTRBA B MAKETE.

Ycnoeus xpanenus: [Ipu Temneparype e Boie 25 °C
Cpox roanoctu (Cpox xpanenus): 3 roga

Iopen no: 11.2028

Ananus Beimoanen: 05.12.2025

3akmiouenne OKK: Haiis ® rpays Jist IpHTOTOBICHHUS CYCICH3HH 1 Npuema BHYTph 100 Mr cepust: 151125 cooTBeTCTBYET TpeGOBAHUAM
HopMaTuBHOM nokyMenTauuu JIIT-Ne(005552)-(PI'-RU)-200225
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