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PETHCTPAUNHOHLIOND YAOCTOBEPCHUN:
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(nepepernerpauun):
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AMaAK3bl/UCAbITaHMA NPOBEASHDI B COOTBETCTBMM C HA

Nacnopt N2 040000820126
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ApTpo3aH®, pacTEoP ANA BRYTPUMBILLEYHOD BBEASHWRA, 6 Mr/mA

Konmuecreo Rpogykumu B ceprm (T.ynak)

lopew po 03.2029
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HA, NN-Ne(000537}-(PM-RU}- 160725

Aata HavmedoBaHue TpeGopanua HA, PesynbTaThl aHaAM30B/ W CAbITaHMH
EREFEE] noKazatenem
27.04.2026 Onwvcanne Mpo3pa4Han 3eAeHOBATO-KENTaA HWAKOCTE CooTeeTCTBYET
Mpo3payHan seneHoBaTO-HEeATaR
HWAKOCTh
27.04.2026 WaeHTMdrKaumra Bpema yaepHWBaH WA OCHOBKOID NWKA Ha NoaTeepHaaeTca
BIHX XpOMATOrPamMme MCNbI TYEMOro pacTBopa,
NPUICTOBAEHHONMD AAA KOAMYECTEEHHOIO
onpesefeHna, S0A¥HO COOTEETCTBOEATE EPEMEHK
YAEPMWBEAHWA OCHOEHOIO NWKA HA
XpomaTorpamme pacTeopa CO mMEefROKCHKama.
27.04.2026 HNaeHMdKKa WA Ha xpomaTorpamme MCnbiTYEemoro pacTeopa MoaTeepwaaeTcA
TCX OCHOEHOE NATHO MO NOACHKEHWKZ, NOTACILEHW KD B
Yib-cEeTE M BEAMYMHE, B0MHHO COOTEETCTEOEATE
OCHOBHOMY NATHY Ha XPOMATOTPaMME PACTEOPA
CO menoKcrvkama
27.04.2026 Mpo3pavyHocTe M CTENeHb Mpenapat AoAeH BbiTb NPO3PaYHbIM Mpo3paver
onanecueHUrK
HUAKOCTEN
27.04.2026 Okpacka n MpenapaT A0A#EH BblAEPHWBATE CDABHEHWE C iMeHee sTancoHa GY1
WHTEHCHWBHOCTE OKPAaCcKkK TanoHoOmM GY1
HMAKOCTEN
27.04.2026 pH 07820089 8,5
27.04.2026 MexaHWyeckrne JonKHBl OTCYTCTBOBATH CooTeeTCTBYET
BKAIOYEHMA
- BMAMMbIE YaCTHLbI
27.04.2026 MexaHwueckne Hactuy pazmepom = 10 mKm - He Boaee 6000 B 253
BKAKYEHHA DAHOWM amnyne;
- HEBMAHWMbI € Y3CTHLbI
HacTry pasmepom = 25 mkm - ue Boaee 600 B 7
OAHOM amnyne
27.04.2026 POACTBEHHBIE NpHUMECH Mprmeck B - He Bonee 0,3 %; He of HapyKeHo
EAWMHWYHAA HEMAEHTUDMUM POBAHHAA NPUMECE - HE He o6 Hapy®ReHD
Bonee 0,2 %;
Cymma npumeceit - He 6onee 1,0 % He 06 HapYKeEHD
27.04.2026 Vizenekaemblit obbem B CODTBETCTBMM C TPEH0BAHWA MK CooTEETCTRYET
21.04.2026 AHOMANEHAA MpenapaT A0A®eH ObiTb HETOKCHYHbIM He ToKCcHueH
TOKCMYHOCTE
15.04.2026 BakTepWaskHble He Boaee 23,3 E3/mr menokcHKama CooTeeTCTBYET
3H ADTOKCHH I raeHee 23,3 E3/mr
21.04.2026 CTeprABHOCTE MpenapaT AoAMeEH ObiTk CTEPHALHBIM CTepunbHbIF
27.04.2026 KoandecTeeHHDE Ot 5,70 go 6,30 mr 5,95 mr
onpeaeneH1e
(95,0 - 105,0 %) C14H13N30452 (menoKcrKkama) B 99,2 %
1 ran npenapata
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ApTpo3an®, pacTeop ANA BHYTOMMEIILEYHDID
BEEAGHMA, B Mrmn

Cepmn: 06032026

27.04.2026

YNaKkoBKa

Mo 2,5 mn npenapaTa B amnyay 6ecuyBeTHOrQ
CTeKNR, A0NYCKAeTCA MapKMPOBKA amMmya
LEETHBIMM KOABLIAMM.

Ha Kamaylo amnyny HakNenBaKT ITHKETKY
CAMOKABALLLYIOCA.

Mo 3 WAK 5 amMnya NOMELLAKNT B KOHTYPHYIO
AYEHKOBYIO YNAKOBKY W3 NAEHKK
NOAHMBHUHWAXAOPHMAHOMK.

1 AW 2 KOHTYPHbIE AYEMKOBbIE YTAKOEKK N0 S
ArANYR AW 1 KOHTYPHY KD AYENKOBYID YNAKOBKY N0
3 amMnynbl BMECTE C AMCTKOM-BRAAAbILIEM
NOMELLAIOT B Na4Ky M3 KApPTOHA.

Mo 2,5 mn npenapaTta B amnyay NOAMMEDHYIO,
W3TOTOBAEHHYIO NO TexHoaorvK «blow-fill-seal»
«EblAYBaHWe-HanoAHeHWe-TepMEeTUIaLMA» U3
rpanyA NOM 3THUAEHA HW3KOIM NADTHOCTH MAK
NOAM3TUAEHA BLICOKOTO JAaBAEHUA {HU3KOM
NACTHOCTH).

Ha Ramayo amnyay NOAMMEPHYID HaKAEWEADT
3THKETKY CamOKASALLYIOCA.

Mo 1 naK 2 6roKa M3 S amMnyAa NOAMMEPHBIX
BMECTE C AMCTKOM-BKARAbIIEM NOMELLAKT B MAYKY
W3 KApTOHa.

Mo 1uaKn 2 6roKa M3 S5 amMnya NOAWME PHBIX
NOAMELLEIOT B NAKET M3 HOABMMPOBAKH O NASHKW.
Mo 1 nakeTy BMECTe C ANCTKOM-BKAAAbILEM
NOMELLAT B NaYKy W3 KAPTOHA,

CooTBETCTBYET

Mo 2,5 mn npenapaTa B amnyny
NOAVMEPHYIC, M3TOTOEAEHHYIO NO
TexHorormk «blow-fill-seal»
«BblAYBAHWE-HAaNOAHEHW e-Te pMETUZ AL
A% U3 FPaHyA NOAMSTUAEHA BbICOKOMD
AABASHWA (HW3KOWM NACTHOCTH].

Ha Ka:Rayro amnyny NoANMEPHY
HaKAeeHa 3TMKETKA CAaMOKAEALLAACA.
2 BAOKA M3 5 amnya NOAMMEPHbIX
BMECTE C AWCTKOM-BKA3 AbILLI EM
NOMELLEHEI B MAYKy W3 KAPTOHA.
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ApTpo3an®, pacTeop ANA BHYTOMMEIILEYHDID
BEEAGHMA, B Mrmn

Cepmn: 06032026

27.04.2026

MapKupoBka

1} Ha makeTe NepBMYHON YNAKOBKW (Ha 3THKETKE)
YKa3bIBAETCA:

Ha 3THKETKE ANA amNyAbl U3 CTEKAA

- TOBAPHLIV 3HAK NPOM3BOAWTERA,

- TOProBOE HAWMEH OBAHWE /IEKAPCTEEHHOMD
NpenapaTa ¢ NPeAYNPeanTERBHON MapKWUPOBKOH

&

.
- MEHAYHAPOAHOE HENATEHTOBAHHOE
HAMMEHOBAHWE HA PYCCKOM M AHTAWNCKOM
A3bIKax,

- NEKAPCTBEHHAA popma,

- KOHLEHTPALLKA,

- 06bem NpenapaTta B MUANWAWNTPAX,

- Homep cepru («Cepuan),

- A3Ta UCTEYEHMA CPOKA MOAHOCTH («fogder aos),
- apmMakoa.

Ha 3TMKeTKe AN/ amMnyabl NOAMMEDPHON™

- TOPIOBOE HAMMEH OBAHWE AEKAPCTEEHH OO

Npenapara ¢ NPeaynpeaUTERBHON MaPKHMPOBKOK
®

- KOHLEHTPaLIKA,

- 06bEM NPENApaTa B MHUAAWANTPEX,

- YTk BEEREHKA (¢B/M»)},

- HOMEP CEPHK,

- AaTa UCTEMER WA CPOKa MOAHOCTM («ToheH ao»),
- *0bWaA NAOLL3AE TEKCTOBOTO NOAA 3TMKETKK AAA
AmMMyALI NOAMMEPHOW COCTABAAET meree 10 cm2,
PAazMECTHTE BCHO HEOBXO0AWMYI0 MHOPMALMID
HEeBOIMOMRHO.

2} Ha nakeTe NPOMEKYTOHHOM {3aLLMTHOWM)
YNAKOBKK {M3 GOALIMPOBANHON NAEHKW A8
NOAVMEPHBIX 3 MIMYA) YKA3LIBAETCA:

- TOB3PHbIFA 3HAK NPOM3EOAWNTEANA,

- TOPIOBOE HAMMEH OBAHWE AieKAPCTEEHHOMD

NpenapaTa C NpeaynpeauTentHoOM MapKkMpOBKOH
®

,
- MEHAYHAPOAHOE HENATEHTOBARHOE
HAWMMEHOBAHME HA PYCCKOM M AHTAMNACKOM
A3bIKaX,

- NEKAPCTBEHHAA Gopma,

- KOHLEHTPaLLKA,

- KOAMYECTBO amMNyA B YNIAKOBKE,

- 06bem NpenapaTta B OAHOW aMnyne B
MUAAMANTPAX,

- HOMEP CEpMK,

- AaTa UCTEYEHMA CPOKa MOAKOCTH {#{oaeH aos).
3) Ha MaKeTe BTOPHMYHOM YNAKOBKK (Nadke)
YKASLIBAETCA,

- TOBApHbIM 3HAK NPOWM3BOAMTEAR,

- TOPIOB OE HAMMEH OBAHWE NEKAPCTBEHHOM

Npenaparta C NpeaynpeauTeERbHOM MAPKHMPOEKOH
L3

)
- MEXAYHAPOAHOE HEMATEHTOBAHH 08
HAWMEHOBAHME HA PYCCKOM M aHIAMINCKOM
A3bIKaX,

- COKPaLLEHHOE HAMMEHDEAHWE AEPHATERA
pPEMCTPAaLMOHHOIO YAOCTOBEPEHWA
(nponzeoawnTena) n agpec (cTpaHa),

- NEKAPCTEEHHAA Gpopma,

- KOHLIEHTPALWA,

- COCT2E Ha 1 mA (H3NMEHOBAHKWE U
KOAMYECTBEHHOE COAEPHAHME AEHCTEYIOLLEND
BELIECTEA, NEepeteHb ECNIOMOMATERBHBIX BELLECTE),
- 06bEM NPENAPATA B O4HOM aMIyAe B

CooTBETCTBYET

1} Ha makeTe NepBMYHON YNAKOBKK (Ha
3TWKETKE) YKA3aHbI:

Ha 3THKETKE ANA aMNyALI NOAMMEPHOM
- TOPTrOBOE HAWMEHOBAHWE
AEKAPCTBEHHOIO NPENapaTa ¢
npeaynpeauTesLHON MapkMpPOBKoW &,
- KOHLEHTPALLWA,

- ofbem NpenapaTta B MMAAMANTDAEX,

- NYTh BEEASH WA {«B/m»),

- HOMED CEPWM,

- AATa UCTEYEHWA CPOKA MOAHOCTH
{«loaeH go»).

2} Ha makeTe BTOPHMUYHON YNAKOBKK
(nauke) ykasaHbl:

- TOBAPHLIF IHAK NPOW3BOANTERS,

- TOPTOBOE HAWMEHOBAHKE
NEKAPCTBEH HOMO NPENAPATA €
NpeaynpeauTEALHON MapkMPOBKoK &,
- MEXAYHAPOAHOE HENATERTOBAHHOE
HAWMEHOBAHWE HA PYCCKOM M
AHIAMICKOM ASbIKAX,

- COKPALLERH 08 HAMMEHRDBAHWE
AEPHATEAA PETMCTPALMOHROID
YADCTOEEPEHMA (MPOW3IBOAWNTERR) U
aapec (cTpana),

- NEKAPCTEEHHAA hopmMa,

- KOHLIEHTPALLMA,

- COCTaB Ha 1 mn (HAMMEHOBAHWE U
KOAMYECTEEHHOE COAEPHAHNE
AeWCTEYIOLLETD BEUWECTBA, NEpeyeHh
BCMOMOTATENLHBIX BEWECTB),

- 06beM NpenapaTa B OAHON aMyae B
MMARMANTPAX,

- KONMYECTED amMyA E YNAKOBKE,

- Haanuow: «15 mrf2,5 man, «OaHa
AMMYNA COZEPHNT 15 mr
mMEADKCHMEama, « CTEpHALKOH,
«MPUAMEHATE NO HAZHAYEH MIO Bpayas,
«XPAHWTE B HEAOCTYMHOM ANA AETEH
mecTes, «Cnocofi NPUMEHEHWSA. CM.
AVCTOK-BKAABIL»,

- TEMATHYECKWIA pHCYHOK (M306pakenve
amnyn),

- HOMEP CEpWM (BKAlOYaeT B ceba aaty
NpoWsBoACTEA),

- AATa UCTEUEHWA CPOKA FOAHOCTH
(«Toaen ao»),

- YCAOBMA OTIYCKA,

- YCROBMA XPAHEHNA,

- IWTPHX-KOA,

- hapmakoa,

- CPEACTER MAEHTUOMKALMK ANA
PAOHUTODMHIA ABMKEHWMA NAEKAPCTBEH HBIX
NpEenapaTos 418 MEAVNLIMHCKOIO
NPUMEHEKKA.
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ApTpo3an®, pacTeop ANA BHYTOMMEIILEYHDID
BEEAGHMA, B Mrmn

Cepmn: 06032026

MUAMMANTPEX,
- KDAWYECTBO amMnyn B YNAKOBKE,

- Haanucwk: «15 mr/2,5 man, «Oana amnyna
COAEPHMT 15 Mr menokcukamar, « CTEpUAbLHO»,
«TIPMMEHATE NO HA3HAYEHWIO Bpaya», «XpaHuTe B
HEADCTYNHOM AAA JETEW mecTes, «Cnocob
NPUAMEHEHMA. CM. NNCTOK-BKAAAbILL»,

- TEMATHYECKHI PHCYHOK (M306paeHre amnya},
- HOMEP CEPMM (BEKAOURET B ceBA aaTy
NpoWsBOACTEA),

- AaTa UCTEYEH WA CPOKa rogHocTV («logeH aox),

- YC/AOBWA OTMYCKA,

- YC/AOBWMA XPaHEH WA,

- WTPKX-KOA,

- hapmakoa,

- CPEACTBA MAEHTHGHKALMK AAA MOHWTOPKHTA
ABWHEHMA NEKAPCTBEHHBbIX NPeNapaToE AAf
MEAVLIMHCKOTO NPYMEHEHWA.

27.04.2026 XpaHehve

Mpw TermnepaType He Bbile 25 °C B OpUMHANBHOK CooTeETCTBYET
YNAKOBKE (amNyAabl B MAYKE) AW (amnyabl B
nakeTe M3 GoNEMMPOBAHHOM NAEHKK M NaYKe} AAA
33L4MThI OT CBETA.

27.04.2026 CpoK rogHocTH

3 roaa. CooTeeTCTBYET

lopen ap 31.03.2029

3aknroueHve OKH: flekapcTBEHHBIM NpenapaT ApTposan®, pacTBOP 418 BHYTPHMEILIEYHOIO BBEAEHUA, b mr/ma cepum 06032026

cooteeTcTRYET HA AAN-Ne{000537)-(PTr-RU)- 160725

3amecTUTenb HAYANbHWKA OTREeNS
HKOHTPONA K3 ecTea:

3yBapesa iOnua BauecnasoBHa

I'Io,u,nucauo INEKTPOR HOW NoANUCHID

27.04.2026 17.05 27851756-7939976427

JaTa BblAauM 33KAK4ERMA O KavecTee 27.04.2026




