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000 ®upma «PEPMEHT»

123610, r. Mockea, Ha6. KpacHonpecHeHcKasd,
n.12, moxsesn 6, stax 8, noM.847B.
Ten. 8(495) 635-04-48

OTpea KOHTPOJIA KavecTBa

143422 Mockosckas 061acTs, r.0, KpacHo-
ropck, moc. MeuHukoBo, BiA. 11, cTpoerue 1
Ten. 8(495) 635-00-28

Haumenopanue

TIACIIOPT Ne 03

nponyxuuu o HIT: Camenuxe® myodumm3aT [1s IPUroTOBNISHHS PACTBOPA IS BHYTPH-

BEHHOIO ¥ BHYTPHMEIIIEYHOI0 BREICHH 400 mr, haxonsr 760 Mr (5) B XOMIIIIEKTE C PACTBODHTENEM,
amMmviasl SMI (5), TauKy KapTOHHEIE

Howmep cepun (napTum): 030222

u3 cy6eraHnuy ceprit Ne:
Iata npoussoActsa: 15.02.2022

9001011N210304, Wxonasn Xaitcar Gapmaciotnkan Co. JITL., Kurratt
Konu4ecTBo B cepHH (napTay): 4896 ynaxosox Ne 5

Iara semycka: 15.03.2022 Cpox rofiHOCTH: 10 02.24
Hara Haunmenosaune TpeGosanns HJT PesyabTaThbl ACHBITANMIH
aHaNH3A noxazaTeNs JII-005053-200918, n3m.1-3
28.02.2022 | Onucanue TToprcTas Macca OT Georo 1o rouTA 6enoro | Tlopucran Macea Genoro ugeta
' G JKENTOBATHIM OTTCHKOM.
I'd X1, Bu3yanbHeIH
IMognuHHOCTL BIAX

Adememuorun. Bpemsa ynepxHBaHHA OCHOB-
HOTO KA Ha XPOMaTOrpamMMe HCILITYEMOTO
pacTBOpa, NPUrOTOBIEHHOrO ANs KOMHUeCT-
BEHHOTO OIPEAECHHUA, JOMKHO COOTBETCT-
BOBATE BpeMeHH YOepKHBAHUA NHKa ajeme-
THOHHHA Ha XPOMATOrPaMME CTAHAAPTHOrO
pactBopa.

MeTton woHHOI xpomarorpadud.
1,4-6ymanducynsonoean kucroma.
BpeMena ynepsKHBaHAI ABYX OCHOBHBIX NH-
KOB HA XPOMATOrPaMMe MCIIBITYeMOro pac-
TBOPA OMKHEI COOTBETCTBOBATE BpeMeHaM
yOepKHBAHHA nukoD 1,4-
GyTanancyns()oHOBAR KMCIOTEl HA XpOMATO-
rpaMMe CTaHRApTHOro pacTeopa.

CootBeTcTBYET

CooTBeTcTRYET

Cpenuas mMacca

760 mr+10% (ot 684 no 836 mr)

743,24 mr

Bpems pactBope-
HAA

H BHEWHHH BHA
pacTeopa

Conepicamoe | makoHa aomicHO pacTBo-
PHTLCA MPH NEPEMELMBAKHH B 5 MII PACTBO-
pHTens He Gonee uem 3a 1 MuH ¢ ofpasoBa-
HHeM npo3pauHoro GeclpeTHOro HNH clierka
JKENTOBATOrO PacTBopa,

I'® XIII

menee 1 MuR ¢ o0pasoBaHHeM
npo3payHoro GecupeTHOro

pacTBopa

ITpospayHocTs
pacTBopa

Homxen GEBITH MPo3pauHbIM
I'd XIII

Tlpospauen

HgetHocts
pacTeopa

Jomxen GbiTh GeCUBETHBIM MIN €rO OKpPACKA
He JIOJDKHA MpeBsllaTh 3Tanod Yy,

I'd XIII

Becngeten

pH

Ot 6,5 n0 8,5
['® XI1I, noTeHuMOMETPHYEOKH

7.45

MexanHueckue
BIUITIOUEHMA
-BHMMBbIE

BHAHMI:!G HacTHLI NONJNKHLI OTCYTCTBOBATE
I'® X1 susyanbHbli

Oreyreraylor

®
Camennxc™ THODUNKIAT LIS MPHTOTOBAGHHA PACTOOPA AMA BHYTPHBCHHOIO U BHYTpHMBieyHoro paeaexHs 400 Mr, dnakonst 760 mr (5) B
KOMMNEKTE ¢ PACTDOPUTCACM, aMny/el SMA (5), NovKH KAPTOHHLIE, HOMep-cepuu: 030222
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' Hara Hanmenosanne TpeGosanus HJI PesyabTarsl HenbITaUM
anaxusa noKasaTens JIH-005053-200918, nam.1-3
28.02.2022| Mexanuueckue
BKIITOYEHHS
~-HEBHOHUMEIE yacTHL pasmepoM =10 Mxm - He Gonee 6000 | 83.0 yacTHy/dnakon
Ha (IIaKrOH.
YaCTHL pasMepoM > 25 MkM - He Gomee 600 | 6.74acTHL/(aakoH
Ha QIaKoH.
I'® XII1, Cuerio-doToMeTpuyeciki
PonctoetHsle B3XX
MpHMecH -Aneuun — He Gonee 0,7 % 0,050 %
-S-afeHO3MNroMOLHCTeHH — e Bonee 0,7% | 0,154 %
-nexapbokcHageMeTHOHHH — He Gonee 2,0% | 1,015 %
-MeTHNTHoaneHo3uH —He Gonee 2,0 % 1,075 %
-0JlHa HeH[EeHTH(HUHPOBAHHAA NpUMECE —
He bonee 0,5 % 0,170 %
-moGas  Opyras  HeHAEHTH(HUHpOBAaHHaA
npuMecs- He 6onee 0,2% menee 0,5 %
CymMa npumMecedt — He Gonee 5,0 % 2,465 %
Boaa He Gonee 2,5 % 0,78 %
I'd XIII, meroa K.®uwepa
BakrepuansHsie He Gonee 35 ED B 1 Mn npenapara Menee 35 ED/ mn
3HAOTOKCHUHEL T'd XIII
CrepHabHOCTD IlpenapaT aonsKkeH GbITL CTEPUNLHBIM Crepunex
['® XIII, meron MemGpanHoi huAETpaLHK
OanopoaHOCTh B cooTsercreuu ¢ TpebopaHuaMu AV =3,4497
AO3HPOBAHRA I'® XIiI AV <15,0
KonuxuectBeHHoe | BOXKX
OlpengeneHHe O1360,0 g0 420,0 mrageMeTHOHHHA 394,96 mr/ ¢nakox
(Cis HisNgOsS™ ) B oprom dnakone
Pacmaopumens
HJara Hanmenopanue TpeGopamua HJ PeaysasTaThr nensrrannii
aHaaH3a NoKA3ATENS JII1-005053-200918, u3zm.1-3
28.02.2022| Onucanue TTpo3paynas JKHAKOCTE OT GecLBeTHOro 40 Tlpospaunan GeclupeTHas KUAKOCTE
JKGNTOBATOrO LIBETA C XapaKTEPHBIM 3aM8- | ¢ xapaKTepHEIM 3aNaxoM
XOM
I"® XIII, pu3yansHbri, oprasonenTiye-
CkHit
[TopIHHHOCTD YO -crieKTpbl NOrMOWEHHs HenbiTyeMoro | YD-CreKTphbl NOrIOLeH s HCTIBITYE-
¥ CTAHAPTHOrO PACTBOPOR, MPHIrOTOB- MOr0 M CTRHAAPTHOrO PacTBOPOB,
JIEHHBIX U1 KOTHYECTBEHHOTO ONpeleNe- | MPHUIOTOBIEHHAIX IS KONMHYECTEEH-
HuA B obnacty 01450 HM 1o 600 HM HOTO ONpeJe/eHHA HMEIOT
ZOMKHB! UMETE MaKCHMYMBI H MHHHMY- MAKCHMYMBI i MHHHMYMb DY OJTHAX |
MBI NIPH OIHHX M TeX e JTMHaX BOJH, ¥ TeX JKe [THHAX BOJH,
I'® XTII, YO -criextpomerpuyeckuii
ITpospauHocTh Pacteop nomxeH GBITE npospauHEIM TIpospaven
I'd X1
IIpeTHOCTE Pacteop pomxen Guith GecLBETHBIM HIH Becuperen
©ro OKpacka He JO/HA MPeBLIUaTE FTa-
nox B,
pH Ot 9,8 go 10,3 10,19

I'® XIII, noteHuromeTpuyeckn

@
CaMenike™ THOQHINIBT A1 NPHTOTOBNCHUA PACTIOPA LAA BHYTPHDCHHOTO M oHyTpHMEIeyHoro poeneHun 400 mr, dinaxonst 760 Mr (5) B
KOMMACKTE ¢ POCTBOPHTEACM, BMNYJILL SMA (5), NaukkK kapTaHHELIe, HoMep cepru: 030222
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Hara HanmeHnoBanne Tpeboeanna HJI PesynbTaTel HCNbITAHKH
anAn3A NOKA3ATENS JII-005053-200918, nam.1-3
28.02.2022 MexaHH4yeckue
' BKITIOYCHHUA
— yacTHU paamMepoM =10 MxM He Gonee T —

R 6000 1a amnysny -/ Hac R4
YacTHLl pasMepoM > 25 MKM He Gonee

“HEBHAMMBIC 600 Ha ammyny 10.3 gacTh/ammyna
I'® XIII, cueTHO-(oTOMETPHUECKHIA

HlaBnexaemsii He menee 5 mn He menee 5 mn

obpem ' XN

CrepunsHocTs IMpenapar pomieH GLITE CTEPUNLHBIM CrepuneH
['® XIII, meron memGpanHoii bunbTpauuu

Konuwectoennoe | Or 66,43 no 70,53 mr 69,26 mr/mn

OnpeacicHne L-nu3nna B 1 Mn pacToopa
I'® XIIT, cnexrpodhoTomeTpryeckit

YnaKoBka Jluogunusam; no 760 mr o dutakorst | JJuoguruzam: no 760 Mr 8o dnaxo-
MelHuKHCKHe GecuseTHOro creina 1-ro | Hel GECUBETHOrO CTEKNE, YRYMOPEHL!
KkJjlacea, yKyrnopeHHsie npobkamMu peanHo- | npobkaMy pesHHOBEIMY, 00KaTaHEI
BLIMH GpomMGyTHIOBEIMH KM MPOGKaMH | KONNAYKAMH ANIOMHHHEDEIMH.
Pe3HHOBBIMH , 06KaTaHHEIe xonnay- | Ha ¢nakoHE! HaKeeHE! caMoKnero-
KaMH anOMHHHEBBIMH, LITHECH STHKETKH,
Ha ¢nakonnl Haknemsaior camoknero- | Pacmeopumens: o 5 Ml B 8MITYIBL
HIHeCsH 3TUKETKH, 6ECHBE’I‘H0]'O CTEeKJ1a BMECTHMOCTBIO
Pacmeopumens: no 5 mn b amnynst Gec- | 5 mn. Ha aMmyne! HaHeceHa Touka
LUBETHOTO CTEKNa BMECTHMOCTBLIO 5 Mil. | u3noma. Ha amnyns! Hakneenst ca-
Ha amnyne! HaHeceHo kONbUO MK TOUKA | MOKJIESLUHECS STHKETKH,
H3noMa, KontypHyro aueitkoByio ynakosiy
Ha amnynu! Haknensaior camoxnesiuecs | ua [IBX, B KOTOPY10 NMOMELIEHO o 5
STHKETKH MM TEKCT HEBHOCAT MeTomoM | (hIakOHOB ¢ THOMKAH3ATOM K 5 am-
ray6oxo#t unu cTpyitnoit nevaty. IyJ ¢ pacTBOPHTENeM, BMECTE C HH-
Koutypryio sueltkobyio ynaxopky wu3 CTPYKUHEH 10 NMpHUMEHEHHIO B
TIBX, B xoTopyio nomeweHs! no 5 dna- IayKy U3 KapTOHa JI1 NOTpeOH-
KOHOB C MHOQHAM3ATOM M 5 amnyn ¢ | tenpckoi TapEL
PacTBOpHTENEM, BMECTE C HHCTPYKIHeH
N0 TPHMEHEHHIO B MAYKY W3 KapTOHa
4715 IoTpe6HTENbCKOM TapEI.

MapkupoBka IIlepsuunan ynakoBka nexapctmeH- | Ha sTHkeTKe (bnaxona ¢ nHodHIM3A-

HOro npenapara.

Ha aruierke cnakona ¢ muodunmsatom
YKa3bIBAIOT NOTOTHN BNAAENbLE PErHCT-
TOprosoe
HAaWMCHOBaHHE Npenapara ¢ NpeaynpenH-
TeNbHOH Mapkuponkod ®, mexcayHapoa-
HAUMEHOBAHUE
npenapara, AO3HPOBKY, JEKADCTBEHHYIO

PAUHOHHOTO YJOCTOBEpEHH,

HOE HemnaTeHToBaHHOE

(OpMy, HOMED CEPHH, CPOK FOIHOCTH.

Ha stukerxe ammynsl win menocpenct-
BEHHO Ha aMITyNe C PACTBOPHTENEM YKa-
SBIBAIOT JIOTOTHN BAajenblia perkcrpa-
LMOHHOrO  ynocronepenus, «Pactaopu-
Tenb I NHOQHIH3IATA), TOProBoe Ha-
HMEHODAHHE Mpenapata ¢ Npegynpeau-
TeNbHOH MapkupoBko# ®, ofvem pac-
TBOpHTENA, HOMGP CEPHH, CPOK TOHHO-

CTH.
2) Bropuynan ynakosxa.

TOM YK&38HO JIOTOTHN BlafensLa
PErHCTPALHMORHOrO YAOCTOBEpEHHH,
TOProBOE HAaUMEHOBAHHE NpEenaparta
C npeaynpeauTenbHON MapkupoBKoH
®, MexmyHapooHOEe HenaTeHTOBaH-
HOE HAaMMEHOBaHWe Mnpenapata, Mo-
3MPOBKa, NIeKapcTBEeHHan (opMa, Ho-
Mep CepHH, CPOK FOAHOCTH,

Ha aTHKeTKe aMmynmE! ¢ pacTBOpH-
TEleM YKa3hIBAIOT JOrOTHN BJia-
Jenela PerkucTpanuoHHOO YI0CTO-
Bepenns, «Pacteoputens o nmuo-
¢unusatan, Toprosoe HamMeHnona-
HHe Npenaparta ¢ MpeayNpefHTe b~
HOH Mapkuposxolt ®, ofsem pac-
TBODHTENs, HOMEp CepHH, CpOK
FOAHOCTH.

Ha nauxe yxasano «IIpousseseno:y,

(peAnpHsITHe-NIPOU3BOAKTEND, €r0

Camennkc® NHO(GHAMIAT ANA NPHTOTOBNEHUA PAcTiOpA AR BHYTPHBEHHOrO H DHYTPUMBILLIEYHO
KOMRNEKTE C pOCTROPHTENCM, aMMY/LI SMA (5), N2k KAPTOHHMIE, KoMep cepuu: 030222

ro soeaeHus 400 mr, baakonet 760 mr (5) B
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Ha nauxe yxassisaior «IIpouaseseno:n,
TIPEANPHUATHE-IPOH3BOAKTENb, €ro a1~

Hannucsk «Bnapeney PY: 000

"Kponodapm", Poccusan, norotun oa-
AeNBLA PErHCTPaLHOHHOIO Y0CTOBEpE-
HHf, TOProboe HAMMEHOBAHHE Npenapara
C npeaynpenHTensHOH MapkupoBKkol ®,
Me)KAYHAPONHOE HEeNATEHTOBAHHOE Ha-
MMEHOBRHHE NpenapaTa, NekapCTBEHHYIO
thopMy, m03upoBKy, cocTas MMO(HIK3ATA
Ha OZIMH (IAKOH, KOMHYECTBO NAKOHOR
¥ aMITyJT B YIaKoBKe,
TOpHOe cpeacTaon, «CTepunsHon, «Xpa-
HHTb B HELIOCTYNHOM INa AeTeH MecTey,
«ITpHMEHATS 1O HasHaueHHIO Bpayay,
YCNOBHA OTNYCKE, YCTOBHS XpaHeHHs,

NPHMEHATE MO HCTEYEHHH Cpoxa

FOAHOCTHY, HOMep CBHOCTENBCTRA HA TO-
BapHbIH 3HAK, HOMep CepHH, CPOK FOAHO~
CTH, perCTPaLHOHHEIH HOMep, WTPHXO-
BO#1 Ko, ,I[onycxae'rcn HaHeCceHHe Ha
nauky cpenctsa HACHTHQHKALMH JITT,
TEXHOJIOrH4ECKHX METOK W/HH hapMa-
Kkopga.

«I'enatonporex-

anpec, Haanuce «Brageney PY:
00O "Kporodapm", Poccsan, moro-
THI BJ&AE/BIA PEruCTPALHORHOrO
YIOCTOBEPEHHS, TOPrOBOE HAHMEHO-
BaHMe Mpenapara ¢ npeynpeaq-
TeBHOM Mapkuposkol ®, mesxryHa-
POOHOE HENATeHTOBAHHOE HAHMEHO-
DAHHE Npenaparta, JeKapoTseHHan
¢opma, Ao3upoBka, cocTas AuotH-
JIM3aTa HA OIUH )IIAKOH, KOIHUECTRO
(pnakoHOB K aMnyn B ynaxoske,«[e-
NAaTONMPOTEKTOPHOE CPeCTRON,
«CTepHIBHOY, «XpaHuTh b Hegoc-
TymHoM Ang netelt mecten, «Ilpu-
MEHSTH MO Ha3HAYEHHIO Bpauay, ye-
NIOBUA OTIYCKA, YCNIOBHA XpaHe-
Hus, He npuMenaTs 1o Herewennu
CPOKa roJHOCTH, HOMED CBHAeTeNs-
CTBa Ha TOBAPHEIH 3HAK, HOMeEp ce-
PHH, CPOK rOAHOCTH, PErHCTPALHOH-
HBIA HOMep, TpHXoBOH Kog. Ha
Nauky HAHECEHE! CPEICTBA HIEHTH-
urcaru JIIT.

XpaHenue Ilpu emnepatype He phiwe 25 °C g yna- | CooTseToTsyet
A KOBKE NPOH3BONUTESA
Cpok rogrocTH 2 roga go 02,24

SAKMOYEHHE: nexapcraermsi npenapar «Camemixc® muodummsar mus NIPHTOTOBJIEHHS
¥ BHYTpUMBIIeuHoro seegerus 400 Mr, dnaxonst 760 mr 5)

PacTBOpa A1 BHYTPHBEHHOTO

B KOMIICKT® O PACTROPHUTENEM, ammyist Smi (5),
3-200918, u3m. ]
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Camennxc® nnodrmmant ans NPHrOTOBNEHKA pacToo

KOMMICKTE C pucTnopuTenes, aMnynst Sma (S),
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NAtIth KBPTOHHBIE, HOMEp cepur: 030222

Na4KK KapToHHEIe» ceprst 030222 cootsercrnyer

P8 AR BHYTPHBCHHOTO H DHYTPHUMBILLEH HOTO DBeacHHS 400 Mr, Qnaxons 760 Mr (5) b
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