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KAHOH®APMA

MPOACIKLUH

ITACIIOPT Ne 2881326

Hajiiz ® rpanyasl Aasi IPUTOTOBJIEHHA CyCIeH3Hu A1 npHeMa BHYTpb 100 mr

Homep naprau (cepun): 020325
KonusecTso B naptau{cepun): 9885 yi.

Kon-o mTyk Bo BTepHUHOI yrakopke: Ne9

Jarta npoussoactea: 03.2025
Anami3s Bemonden no: JINT-Ne(005552)-(PI-RU)-230524

e | Iloxaszarens Meron ucnerranuit/HJ] Ha MeTo o
:; = .,ﬂ 2 Tpeborarma HJ| Pe3ynsTaT HCOBITAHMIL
n Ka4iecTBa HCOBITaHHH
- CMEC]; I'pilH‘yJ'l i1 nopomka CBETNO=KEJITOrO [BETA C
Cwmech TpanyJl H NopouIka CBETJIO-AKEJITOTD [[BETA C 3aMaxoM
l 0 O " n . 3anaxom anenscuua. [lo BHEILHEMY BHIY
MHCaHHe PraHoJenTHYECKHH aneascitiea. Ilo BHELIHEMY BUAY AOMKHEL COOTRCTCTROBITE codtheERyeT TR T D,
TpeGosannam P PO, ODC.1.4.1,.0004.18 "Tpanyns”, O®C.1.4.1.0004. 18 "Tparym”
o |Passicn s Curosoii ananus, ['® PO, menee 2,00 sy - He menee 95 % Pasmep yactuu; meHee 2,0 my - 100%
p " |o®C.1.1.0015.15 menee 0,355 mm - He Gonee 70 % Paayep wactuu: Mchee 0,355 mm - 35%
Bpeys yAepKHBAHHA OCHOBHOTO MTHKA HAa XPOMATOTPaMME
Bmcnxoarbcbex’runﬂan FKHIAKOCTHAA HCTIBITYEMOTO PACTBOPA, NPHTrOTOBJICHHOIO JUiA
3 |HoanuHHOCTE xpomarorpadms, ['D P, KOMHYECTREHHOIQ QMpele/eH s, 0/KHO COOTBETCTEOBATh B2XX - Moxreepxuena
OdC.1.2.1.2.0005.15 BPCMCHH YACDKHBAHNA MHKA HHMECYNHIA Ha XpoMaTorpaMmMe
CTalIAAPTHOre pacTBoOpa.
OAHOPOAHOCTE MAcchl JO3HPOBAHHBIX Cpexnsaa macca - 1992mr
4 (Cpeamsn macca |nexkapcTBeHHsIX (opm, I'D P, 2000 mr 7,5 % (o1 1850 1o 2150 mr) OnmopoanocTs Maces - 20/20 nakeros - ot -2,6% 1o
0®C.1.4.2.0009.15 +2,2%
5 |Pacnagaemocts |[panynsi, 'd Pd, OPC.1.4.1.0004.18 He Gonee 15 mun (B roste) - v
FacTaapeHue; oF ll;l:zf'{g; L;::f P()I:"rgedacl;llx.“.ol:.i?log‘:!:};mx I(f;:tn;: ;sllle OT HOMHHAILHOTO CofiepAKaHng Yepes 45
6 |HOMHHAJILHOIO - CEB CHH::: o J\fﬂi—' ® ; ® p He menee 70 % (Q) uepes 45 M. M“H}T?s 5% P P
coiepyKaHHA P s E - ot 83% 10 87%
0dC.1.4.2.0014.15
" TTpu pacTBOpcHIN coacp:kiMoro makera B 100 M BozsI ¢
7 Pisctrnd sua BusyansHeiii Temnepatypoii 20-25 °C  Teuenne 1-3 Mun oBpasyerca - Coorsercrayer
CYCI'IEHBHH CYCIIEHIHA OT GEJI()FD IO CBETJIO-AKEJITOro LBeTa.
CycricH3ua, nonyHcHHas B Tecte "Buemnnit Bna cycnensun”,
8 CenHMej{T | Cycnensun, ['® PO, ODC.1.4.1.0014.15 | nocne B3bantsipatna He f0MKHa paccranBaThes B Tevenne 2 (- He paccnansaerca
as YCTOHYHBOCTD it
9 |pH Honomerpus, I'® PO, OOC.1.2.1.0004.15 |07r2,5 80 3,5 -3,00
npumeck C - He Gonee 0,3 % npiseck D - 0,00%
PONCTBCHHBIC Beicoko3dpexTHBHAA IKHAKOCTHAA npumecs D - He Gosee 0,3 npumecs C - 0,00%
10 npuMecH xpomarorpadus, I'® PO, moban coMHHYHAR HeHACHTH(DHUMPOBAHHAA npHMech - He MmoBan egHHHHHAS HEHACHTH(HIHPOBAHHAR NPHMCCH -
0®C.1.2.1.2.0005.15 Gonee 0,2 % 0,00%
cymma npuneceii - He Gonee 1,0 % cymma mpumMeceii - 0,00%
1 EOJCPH B Macee INoteps B Macce npu BecynmBaxni, I'O He 6once 1.0 % - 0.08%
P P®, 0BC.1.2.1.0010 g ‘
BBICYILIHBAHHH
OaxopoaHOCTE AO3KHpoBanud, ['® PO,
O®C.1.4.2.0008.18 (cnocob 1);
OAHOPOJHOCTE Ipu - n=10
12 BricokoadiexTHBHAR KUAKOCTHAA B cootaetcTaim ¢ TpeboBaniAMA 5
[M03MpOBAHHHA AV1-72%
xpomarorpadus, ' P,
O®C.1.2.1.2.0005.15
KonuuecTBcHHOC
——— Bricokoad ek THBHAS FKHIKOCTHAS
13 cope'u)xam{e ; xpomarorpadus, ['d PO, 0t 90,0 1o 110,0 mr - 92,60Mr
il 0®C.1.2.1.2.0005.15
OIHOM MaKeTe
Mukpo6Honoruye] O61ee 4mc/o a3pobHbIX MUKpooprannmos - He fonee 1 000 | OYAM (KOE 8 1 1) - menee 10
14 P T'd PO, ODC.1.2.4.0002.18 Kateropus 3A [KOE s | r OBuee uncio aposixessix i mieckessix rpnGos - He| OUT (KOE B 1 1) - Menee 10
SRR THETOTE. Gonee 100 KOE & | r Escherichia coli - OtcyTerues L r Peaynytar Escherichia coli - He o6Hapyaeno 8 1r
Mo 2 r B nakeT 13 KOMOHHWPOBAKHOTO MaTepHATA - Tlo 2 r B naxer #3 KoMOMHHPOBAHHOTO MaTCpHANA
15 v (6ymara/donsra/monustunen). o 9, 15 win 30 naketon BMecte | (Gymara/donsra/momaTanen). Io 9 nakeTor BMecTe ¢
TaKoBKa C HHCTPYKLUMEIT [0 MPHMCHCHHEO MOMCIIAIOT B Ma4Ky I3 HHCTPYKIHCH 1O IPHMCHCHHIO OMCLICHBE B MaUKY H3
KAPTOHA [UTA NOTPeONTCABCKOI Taphl. KAPTOHA JUTsl NOTPeOMTELCKOI TapsL.
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MeTtoa ucnerranuit/HJ na Meton
HACTIBITAHMIT

Tpebosanua HJJ

PeaynbeTat UCTIBITAHHH

Ne | Iloxkaszarems
n/nt KayecTna
16 |Mapkuposka

1) [lepeuunas ynakoBKa nexapcTeeHHOro npenapara. Ha nakere
YKA3LIBAIOT TOPrOBOE HAHMEHOBAHHE NPelapata ¢
npenynpennTensuoii Mapkipokoii ®, MexnyHapoHoe

1€, JIeKapcTBenHylo (jopmy,
[I03HPOBKY, KOJIHYCCTBO JICKAPCTBCHHOTO CPE/CTEA B [IAKCTC,
cofiepaHie AeiiCTBYIOIIEro BElIECTRa, NPEAYNPEINTENBHYIO
naumycs ("ConepxsT caxapoay."), HEhopMAIHONIYIO HANITHCE
o cnocoGe npumenenns ("Cnocof npumercenna”, "Tipenapar
MPHHIMAIOT BHYTpB, N0 | makery (100 Mr auMecynuaa) asa
pasa B cyTky. [Ipenapar pekoMeHIyeTCA NPHHHMATS MOCIIE SMBL.
CO}IBP}KMMUC MAKCTA BLICHINAKT B CTAKAH H pacTBOPAKOT
npumMepio B 100 mn poasl. ITpurotosnenusiit pactaop
XPaHCHHIO HC NMOMICHKHT." ), HAHMEHOBAHHE M CTPaHy QIMPMbI-
sragensua PY, ee Topapuslii 3nak (naTHHuLeH), HaHMeHOBaHHE
H CTpany (PHPMLI-NPOHIBOJIMTENSA, €€ TOBAPHEII 3HAK, HOMED
CCPiH, JATY OKOHYAHMA CpoKa rognocti. 2) Bropuunas
ynakoska. Ha nauke yka3pipaioT TOprosoe HAHMEHOBAHHE
Tpernapata ¢ peaynpennTeblioi MapkHposKoii ®,
MCHAYHAPOAHOE HENMATCHTOBANHOC HAHMCHOBAHNE,
NeKapcTBEHHYIO (hopMy, KONHHUECTRO NAKETOB B YIAKOBKE,
KOJIHYECTBO JIEKAPCTBEHHOI'0 CPENICTBA B IIAKETE, J0IHPOBKY,
COACpXaHHC ACﬁCTBy]OlIICI‘O BCLUCCTBA B KAXKA0M MaKcTe,
YCNOBHA XpaneHud, HanmueH ("'Coflep:#uT caxaposy.”,

HEemaTenT

- 1) [epeHuHAs yNaxkoBKa JIEKapPCTREHHOrO NpEnapara.
Ha naxere ykasaiikl: TOproBoe HaHMeHOBAHHE
npenapara ¢ npeaynpenTe1sHoii MapkupoBroii ®,
MeRIYHAPOIHOE HENATEHTOBAHHOE HAHMEHOBAHHE,
JNeKapcTRenHnas Q)GDMB., JI03HPOBKA, KOHYECTBO
JICKapCTBCHHOIO CPECTBA B MAKCTE, COMICPXAHIE
IeHCTRYIOIETO BElecTRa, NPENyNpeIMTeIbHYI0
Haunuck ("Cogepxur caxaposy."), nnopMauHoHHyI0
Hajmces o cnocobe npumexenns ("Crnocod
npumetenia”, "[penapat NPHHHMAIOT BHYTPD, 1o |
makety (100 Mr HiMecy/HAA) ABa pa3a B CYTKH.
HpenupaT PEKOMEHAYCTCA MPHHHMATE MOCAC CABL
CD}IEPJNHMDE TMAKeTa BEICHIMAIOT B CTakal ¥
pacTeopAT npiMepHo B 100 ma poae
TpuroTopneH kI PACTBOP XpaHeHHIO He NOUIEKHT."),
HarMeHOBalHe 1 crpana ¢pupmMel-Bragensia PY, ee
TOBApHLLil 3HaK (JAaTHHHLCIHT), HAHMCHOBAHHE H CTPAHA
{(hHpPMBI-TPOH3BOAMTENA, €€ TOBAPHHIil 3HAK, HOMEP
CEpHH, ATy OKOHYAHHA CPOKa r'oJHOCTH, 2)
Bropianas ynakoska, Ha nauke ykasaubl: TOprosoc
{taiMeroBaltite Npenapara ¢ npeAynpeaHTenboi
MapXupoBKoii B, MCKIYHapCIHOS HEMATCHTOBAHHOS
HAH 1H€, JIEKApCT opma, Konna
MAKETOR B YNAKOBKE, KOIHYECTBO IeKapCTBEHHOTO
CpPECTBA B MAKETE, NO3NPOBKA, COCPIKAHHE
JeiicTBYIOLICro BEIIECTBA B KKIOM NakeTe, yCIoBus

X] naanuch ("Conepant caxaposy.”, "Xpaunts

TBO

"XpaHNTb B HeAOCTYNHOM AN aeteii mecre!”, "Tlp Tb O
Ha3HAMEHHIO Bpaya.”, "He npHMEHATH MO HCTEYEHHH cpoKa
roanocTy."), YCIIOBHA OTHYCKA, PErHCTPALMOIIILIA HOMep,
Haamich "®- 3aperHcTpHpPOBaHHEIT TOBapHBEIIT 3HAK", HOMEp
CBIIETENILCTBA © PETHCTPALHH TOBAPHOro 3HAKA, HAMEHOBaHHE
H CTpaHy {pEpMb ua PY, ee Iif 3HAK
(narimnueii); HanMeHoBanue, agpec, Tenedion 1 agpec caiira
tHpMEI-NpON3ROAMTENA, e¢ ToRAPHRI 3HaK, GTIN-kon, wTpHx-
KOJI, HOMEP CEPHH, ATy OKOHYAHHA CPOKA FOAHOCTH, CPEACTBO
naenTuuxauny JII1, TexHONOrMMECKHE METKN WK
thapmaxon. JonmonnuTensHo Ha Madke Ha aHTAHIICKOM A3LIKe
YKA3B1BAIOT TOProBOC HAHMCHOBAHHC JICKAPCTBCHHOTO
npenapara, MexIyHapoJHOE HeMaTeHTOBAHHOE HaHMEHOBAHME,
JleKapcTeeniy1o GopMy, HO3HPOBKY, KOJHYCCTRO NAKETOB B
YNAKOBKE, KOHHYCCTBO ACKAPCTBCHHOTO CPCACTBA B MAKCTE,
TOProBOE HANMEHOBAHKE JIEKAPCTBEHHOTO Npenapara i
JnoroTHil (HpMbI- ua PY (s 3a TH OT yIila
3PCHHA), HAHCCCHHBIC MCTOLOM MHKPOTCCHCHHA.

a{uc,uov:rynuom quns aereit mecte!", "IpiMenATs no
HasHaYeHmo Bpaya.”, "He npHMEHATH Mo HeTeHeHHH
CpOKa rofiHOCTH."), YCIIOBHA OTIyCKa,
perHCTPALHOHHEI HOMEP, Hamuch "'®-
3apeTHCTPHPOBAHHEIT TOBApHEI 3naK", HoMep
CBHJCTE/BCTBA O PErHCTPALHH TOBAPHOIO JHAKA,
HANMEHOBaHHe M cTpaHa (upMb-Bragensua PY, ee
TOBapHLlii 303K (JIATHHHLEIT); HAHMEIIOBaMIie, aJipec,
TenetoH 1 agpec caiita (PHPMbI-MPOHIBOANTENA, C&
ToBapHsiit 1HaKk, GTIN-xon, WITPHX-KO/1, HOMED CepHH,
A3Ta OKOHYAHMA CPOKA MOAHOCTH, CPEACTBO
uacntHdukatn JITT, TeXHONOTHYECKHE MCTKH H
thapmakon. JToMONIHATENRHO HA MAYKE HA AHTHIICKOM
A3BIKE YKalaHbl: TOProBOC HAHMCHOBAHHC
JIcKApCTACHHOTO MpCapaTa, MeKAYHAPOIHOT
HENATCHTOBANHOE HAHMEHOBANNE, IEKAPCTRENHAR
tpopma, N03IHPOBKA, KONHYCCTBO MAKCTOB B YNAKOBKC,
KOTMHYECTBO NIEKAPCTBEHHOTO CPE/ICTBA B MAKETE,
TOProBo¢ HAHMEHOBAHHE JIEKAPCTBEHHOTO HIPENapaTa 1
JoroTHI GupmMel-Bragensua PY (B 3asucumocth o

yria IEHIHI!. HAHECEHHHAII METOAOM MHUKPOTECHEHHUA.

Xpanenue: [Ipu Temnepatype He Boime 25 °C
Cpox roanocry ¢ 3 roaa

T'open no: 03.2028
AHaNH3 BLITIOJIHEH:

Jakmouenne OKK:

HauaasHUK 0TAENA

IMacmopt Ne 2881326
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Haii3s ® rpanynsl s IpUroTOBIIEHHs CYCNEH3MH 1A pHeMa BHYTpE 100 Mr cepus: 020325 coorneT@TBycT TpeboBaHHAM
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