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KAHOH®APMA

MPOACIKLLH

HACIIOPT Ne 2869472

Haiiz ® rpanyiani juisi NPUroTOBJIEHNS CyCIIEH3HH AIA NpHeMa BHYTpL 100 mr

Homep naptiu (cepun): 010325
Konuuectso B maptuu(cepnn): 9888 ym.

Kon-o mTyk Bo BTOpHYHOM ynakoske: Ne9
Jlata npoussopctra: 03.2025
Amnamus semnonten mo: JINM-Ne(005552)-(PI-RU)-230524

O®C.1.1.0015.15

mence 0,355 mm - He Gonee 70 %

N | Iloxasarens Metop ucnerranuii/H]I Ha MeTo, %
wn|  gayectea " HCHLITaHI«lFfI 8 TpeGosanua HJ{ Pe3ynpTat HCIIBITAHHI
CMECE TpaNy) H NOPONIKA CHETNO-KENTOrO IBETA C 3ANAXOM ;aCu’:iz::z?éit:ﬂgoﬁf::eﬁzlto-::? Oro BT
1 |Onucanue Oprasonentuyeckui anenscuia. [lo BHCUIHEMY BHAY AOMKHLI COOTBCTCTBOBATE ; My Y
2 & I'® PO, ODC.1.4.1.0004.18 T " cooTBetcrByet Tpebosanuam I'D PO,
b o OPC LA TS o O®C.1.4.1.0004.18 "Tpanyms".
2 |Pasmep uacnu Curogoit ananus, D P@, menee 2,00 mm - He menee 95 % Pasmep wacTHi: MeHee 2,0 My - 100%

Pa3mep uacTu: menee 0,355 mm - 34%

BricokoaipeKTHBHAA JKHAKOCTHAN

Bpems yACPKHBAHAA OCHOBHOIO THKA HA XPOMATOTPaMME
MCMBITYEMOTO PACTBOPA, MPATOTOBIEHHOTO JUTA

0®C.1.4.2.0009.15

3 [MoanuuuocTs xpomarorpadus, I'd PO, KO/IHYECTBEHHOTO OMPEAC/ICHNS, JOIKHO COOTHETCTBOBATE BIXKX - MoarsepiaeHa
OdC.1.2.1.2.0005.15 BPEMCHH YACPKHBAHNA MTHKA HHMCCY/IHIA Ha XpOMaTOrpaMMe
CTaH/IAPTHOIG pacTROpa.
OnHOPOIHOCTE Macchl JO3HPOBAHHBIX Cpenuan macca - 2041mr
4 |Cpeanss macca |nekapcTBeHHsIX dopm, I'® PO, 2000 mr+ 7,5 % (ot 1850 xo 2150 mr) Oxnoposwiocts Macest - 20/20 nakeros - ot -2,1% no

+2,6%

5 |Pacnagaemocts |[panyner, I'® P®, O®C.1.4.1,.0004.18 He Gonee 15 Mun (8 posie) - IMun

PacTBOpeRIE, O ;EZ:_':’; B;Hl;g) P‘:-]_S:’%]L—*éiﬂgi-a]limx Pac-r;: . ille OT HOMIHANLHOTO COMEePXAHNA Heped 45
6 |HOMMHANBEHOIO ﬂexapc?aeun:xn cboph]ll.nl" ® g @, P He menee 70 % (Q) vepes 45 mur. MHEYT }_’; 4% P P

COZICPKAHMA O®C.1.4.2.0014.15 - ot 83% a0 101%

= IIpn pacTBOpeHHH coAcpxuMoro naketa B 100 Mn Boasi ¢

7 HBEITR BE BusyansHpiii TeMnepatypoii 20-25 °C p Teuenne 1-3 Mun obpasyeres - CootBeTcTBYET

CYCHEHBHH CYCIEH3HA OT Besoro [0 CBETJIO=/KEJITOr0 UBCTA.

CycncH3mA, Noy4dcHHAA B TecTe "BHCUrHHiT BHA cycneHzHn",

8 Cc.um[c:-rraurmﬂﬂ Cycnenzun, '@ PO, O0OC.1.4.1.0014.15 nocste B36anTBIBAHIA HE JO/KHA PACCIANBATRCS B TeueHe 2 - He paccnaisaercs

af YCTOH4YHBOCTE ML
9 |pH Honomerpus, ' Pd, ODC.1.2.1.0004.15 |0t2,5 a0 3,5 -3,02

PoncTBeHHBIC
NpHMeCH

BercokoadipexTHBHAR XKHUAKOCTHAA
xpomaTtorpadus, I'® PD,
0®C.1.2.1.2.0005.15

npimecs C - He Gonee 0,3 %
npumecs D - He Bosee 0,3 %
nioBan eIMHIYHAA HCHACHT
Gonee 0,2 %

cymma npuseceii - He donee 1,0 %

-He

13 P

npuecs D - 0,00%

npisece C - 0,00%

mobad CAHHNYHAA HEHACHTH(HINPOBAHKAA PHIMCCE -
0,00%

cymma npumeceit - 0,00%

[loTepsa B Macce

Iloreps B Macce mpu BeIcymmBaHuH, '

COAEpXKaHHE B
OJHOM TAKETE

0®C.1.2.1.2.0005.15

11 |npu P®, ODC.1.2.1.0010 He 6onee 1,0% - 0,06%
BLICYIIIHBAHHH
OaHopoHOCTh fo3HpoBanus, ['D PO,
o O®C.1.4.2.0008.18 (cnocob 1);
[HOPOIAHOCTD 3 Tipu - n=10
12 A BeicokoadexTHBHAA KHUAKOCTHAS B cootseTcTaii € TpeBOBAHMAMI AV -4.2%
AOND xpomatorpadust, D PD, '
0®C.1.2.1.2.0005.15
KonuuecTBeHHOE
e BricokoaddekTHBHAA HKHIKOCTHAS
13 [ DEARICHHE, xpomartorpadms, 'O PO, 0t190,0 5o 110,0 mr - 95,70mr

14

MukpoBdHonoriyel
CKas HMCTOTA

T'd PO, OPC.1.2.4.0002.18 Kateropus 3A

O6wee uicno aspobHbIX MMKpooprann3mos - He Goree 1 000
KOE 8 1 r OButee 4ncio ApoxsKeBsIX 1 IiecHesbix rpudos - He
Bonce 100 KOE B | r Escherichia coli - Oteyrereunes L ¢

OYAM (KOE = I r) - mexiee 10
OUrI' (KOE B 1T1) - Meree 10
Peaynstat Escherichia coli - He o6rapyaeno s Ir

15

Ynakoeka

Tlo 2 r B MaKeT M3 KOMGHHHPOBAHHOTO MaTCpHANA
(Gymara/donsra/moanstunen). o 9, 15 nan 30 naketos BMecTe
€ MHCTPYKLMCIT MO NPHMCHCHHIO MOMEIIAMT B Na4Ky M3

- Tlo 2 r B naxer 13 xoMOMHHPOBAHHOrO MATCPRANA
(Gymara/donsra/monuarinen). ITe 9 nakeros BMecTe ©
HHCTPYKLUHCH MO MPHMCHCHHEO TOMEIISHDE B MaYKy H3

KAPTOHA ZUTA N0TpeBHTCABCKOil Taphl.

KOPTOHA JUTS NOTPCONTCILCKOI TaphL.

IMacmopt Ne 2869472 o1 16.04.2025

Crp.lus2




Ne | Ilokasarens Meton ucneiranui/H]T Ha MeTox o
5 Tpebosauna HIT PesyneTar Hensitauuii
n/n KadecTBa HCTIBITAaHHHA
- 1) MepsuyHan ynakopka JICKapcTBCHHOrO Npenapara.
Ha nakere yka3aHsl: Toprosoe HaiMeHOBAIHE
[penapara ¢ npeAynpeaHTensHol MapkupoKoii ®,
MEKAYHAPOMHOE HEMATEHTOBAHHOE HAHMEHOBAHHE,
1) ITepsiynan ynmakoBKa JieKapcTBeHHOro npenapara. Ha naxere RO
Ka3bIBAIOT TOProBOE HAMMEHOBAHHE [IPeNapaTa ¢ mEKEPCTARIIHA (0D, HosHpOH Bl KOXIIECTRY
y - e JICKAapPCTBECHHOIO CPCACTBA B MAKCTC, COACPAKAHHE
NpCaynpeaTesHOI MapKHpOBKOi B, MexIyHApOIHOC o
JeHCTRYIOIIErD BElIeCTBa, NPeayNpeIHTENBHYIO
HENaTeNToBANHOE HAHMEHOBAINE, TeKApcTBENIyIo QlopMy, wamics ("COACPHHT caxapo3y.”), MDOPMALLIHONIYIO
[O3HPOBKY, KOJNYCCTBO JICKAPCTECHHOIO CPCACTBA B IIAKCTE, HAAMHCE O CF[CIEDPGC l'[]JHM[H]:EHI‘l.R ("CI’IUCE‘G
conepAatNe ACHCTRYIONIEre BELIECTR, HPEAYTPCAHTELHYIO npusenenss”, "[Ipenapat NpHIHMAOT BHYTPS, 10 |
maznuch ("ComepauT caxapo3y."), HOpPMAITHOMIYIO DALITHCE P 3 1
“ ¥ nakety (100 Mr HiMecyniHa) ABa paza B CYTKH.
o cnocobe npumenchns ("Crnocob npumenenns”, "Tipenapat Y LT S
NpUHIIMAKOT BHYTPE, o | nakety (100 Mr HiMecymHAaa) fBa ane )Ph_mz) - nm\_my“m“mgmr B craxai 1 '
paza B cyTkH. JIpenapaT pexoMeHILYeTCa IPHHHMATE 1OCIIE €L, pnc'r::)pmo-r Ipiicptie s 100 s e
Conepikumoe naxeTa BLICKINAIOT B CTAKAH H PACTBOPAIOT .
4 [TpuroToBnenHsIi pacTBOp XpaHeHHIO He MOMLIEKHT."
npumepiio & 100 mn Boast. IpuroTosnenikii pactaop P! p P Xp M )
W [anMenoBarHe H CTpana ('IJT[]JMH-BHEHIEJ'.IBHR PY, €e
XPAHCHHIO HE TIOJUICKIT."), HAHMCHOBAHHE H CTpaHy (HpPMBI- = <
2 % TOBAPHBIIT 3HAK (IATHHHLCIH ), HAMMCHOBAHHE H CTPaHa
paagensua PY, ee TopapHbiit 3HAK (MaTHHHLEH), HalMEHOBaHHE b tipa D AeTE o% AR EaE SO
N cTpany ([Jupm.[-r:pou:;nnmrrena, € 'mnapm.tii anax, HoMep P po ! P! 3 P
CepuH, ATy OKOHYAHHA CPOKA I'OXHOCTH. 2)
CCpHH, AaTY OKOHYaHHA cpoxa roanocTH. 2) Bropnyanas Bropuunas ynaxonka, Ha navie yKasams:: TOprosoc
ynakoeka. Ha nauke yKa3mIBaioT TOProBoe HIHMEHOBAHHE P g % £
& 5 HaMMeloBare nperapara ¢ npeaynpe/uTelbHo
Hpenapara ¢ npenynpelnTensioii Mapkuponkoii ®, i ® <
o e o, | [PABONOR . Kextyapones o ios
fekapeTBEHHYTO (hOpMY, KONHYECTRO MAKETOR B YIakoBKE, SNl Pmmll{cmo nzka;:cmcmmm
16 |MapkupoBka KOJIHYECTBO JIEKAPCTBEHHOTO CPEICTRA B HAKETe, NOIHPOBKY, ym i

cofiepKanne AeicTRYIONUIEro BEIECTRA B KMKIOM NAKETE,
ycnopua xparenns, naamicn ("Conepsur caxaposy.”,
"XpaHUTE B HeflocTyMHOM Ana aetedi Mecte!", "IIpHMEHATE Mo
HazHAYeHH0 Bpaya.", "He NpUMEHATH IO HCTEYEHHH CPOKa
roanocT."), yc/aoBiA OTHYCKa, pErucTpauHoNLLIi oMep,
nagnucs "®- 3aperiucTpHpPOBAHHBIT TOBAPHEL JHAK", HOMEP
CBHJICTE/ILCTBA O PETHCTPAIIHH TOBAPHOTO 3HAKA, HAMMCHOBAHHE
H cTpauy (upMbi-Bianensia PY, ee Tosapubiit 3nak

(nar i1); Ham , anpec, Tenedion 1 agpec caiita
(PMPMEI-TIpOH3BOJINTENA, e¢ ToBapHbIiT 3HaK, GTIN-KoA, WTpHX-
KO/l, HOMCP CCPHH, IaTy OKOHYAHHA CPOKA TOHOCTH, CPCACTBO
naetTdukausn JIIT, TexHoMOMMecKne MeTKH H/HMH
tapmakost. Jononimreneiio Ha nadke Ha aHrauiickoM AsLIke
YKa3bIBAIOT TOPrOBOC HANMCHOBAHHC ICKAPCTBCHHOTO
fpenapara, MeXAyHapoaHOe HENATEHTOBARHOE HAHMEHOBIHKE,
neKapeTBeiyIo ¢opmy, H0INPOBKY, KOIMYECTBO IRKCTOB B
YNaKOBKC, KOMIYCCTEO JICKAPCTBEHHONO CPCICTBA B MAKETE,
TOPrOBOE HAMMEHOBAHHE JICKAPCTBEHHOIO Npenapara MirH
sioroTin (pupmMbl-piagensua PY (B 3aBHcHMOCTH OT yria
3pCHILA), HAHCCEHHBIC MCTOAOM MHKPOTCCHEHIIA.

CpCACTBA B MaKeTe, A0IMPOBKA, CONepAKIHHE
Jef{CTBYIOIIEr0 BEUIECTRA B KAK/IOM AKETE, YCIOBHA
xpauenns, namincn ("Cozepxnt caxaposy.”, "Xpannrn
B HeZOCTYNHOM uUiA aeteii mecte!”, "TIpuMeHATE Mo
HalAaveHnio Bpa4n.”, "He npuMeHATs M0 HeTeueHin
CPOKa TOHOCTH, "), YCIOBHA OTITYCKa,
PCTHCTPALHOHHBITT HOMCP, HAAMHCH "B~
3aperHCTPHPOBAHNLIT ToBapHEIT 1HaK", HOMep
CBHICTENBCTBA O PETHCTPALIHH TOBAPHOrO 3HAKA,
HaMMEHOBAHHE W cTpaHa (pupmel-Baazensua PY, ee
TOBapIbIii 311aK (JaTHIHUEIT); nasMeloBalne, ajipec,
Tened)oH H agpec caifTa (HPMbI-MPONIBOAHTENA, C¢
TopapHklii 3Hak, GTIN-Koz, mITPHX-KOA, HOMEp cepHu,
J[aTa OKOHYAHHA CPOKA roJIHOCTH, CPEACTBO
uacatHduxaumi JIT1, TexHOMOrHIECKIE MCTKH 1
apmaro/t. JomosHATENEHO HA NAYKE HA AHTTHIICKOM
A3IBIKC YKa3aHbl: TOPIoBOC HAHMCHOBAHHE
JICKAPCTBCHHOTO TpEnapara, MeAKAYHApOIHOE
HEmaTenToORANHOE JleKapCT

IiJOpMGI, JO3HPOBKA, KOJHYCCTRO MAKETOB B YMAKOBKC,
KONIHYECTBO NIEKAPCTBEHHOrO CPpe/ICTRA B MAKETE,
TOProBO¢ HAMMEHOBAHHE NEKAPCTBCHHOTO 1IPENApATa i
norotun $upmel-Bnagensua PY (s 3ancnmocts or

YTaa 3peHHA !. HAHECEHHE METOIOM MHKPOTECHEHHA.

Xpaunenne: [Ipu Temnepatype He Bolme 25 °C
Cpok roanocti : 3 roga

Tomen no: 03.2028

Amnann: peinmoianen: 16.04.2025

3axmiouenne OKK: Haiiz ® rpaHys! A7 NPUrOTOBNEHNA CyCneH3nH Ans npuema BHyTphk 100 Mr cepus: 010325 cooTeeTcTBYET TpebOBaHHAM

HopMaTHBHOH gokyMeHTauun JITI-Ne(005552)-(PT-RU)-230,

HauaneHuk orgena KOHTPOJIA KadyecTBa

52

Jpemyk A.H.

Iacmopt Ne 2869472 ot 16.04.2025

Crp.2u32



