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1. | ONUCAHUE BusyanbHbin. [iBosikoBbINyKNbIE Tabnetkn | [Boskosbinyknble Tabnetku  AGNOKOBWUAHON
AGNOKOBMAHOW  POPMBI,  NOKPBITbIE  NNEHOYHOW | (hOPMbl, MNOKPbLITHIE MNNEHOYHOW  0BOMOUKOIA
obonoukoit Genoro upeTa, ¢ rpaBupoBKoii «98» Ha | Genoro uBeTa, C rpaBUpPOBKOK «98» Ha OfHOW
OAHOI CTOPOHE U «J» Ha ApYrod. CTOPOHE M «J» Ha APYroW.
Ha nonepeyHom paspese BuaHbl ABa cnoa: aapo | Ha nonepeyHom paspese BuAHbLI ABa CHOS: AAPO
noutn 6enoro ueeTa u obonoyka 6enoro yseTa. noutu 6enoro useta u obonouka Genoro useTa.
2. | NIOANNMHHOCTL B3XX. Bpems yaepxuBaHus OCHOBHOrO nuka Ha | Bpema yAepXWBaHUA OCHOBHOrO nuKa Ha
Xpomarorpamme WCNbITYEMOFO pacTBopa AOMKHO | XpomaTorpamme NChBITYeMoro pacTteopa
COOTBETCTBOBATE BPEMEHU YAEPKMBAHWS OCHOBHOTO | COOTBETCTBYET BpEMEHU YAEPXUBaHUA
nuka Ha xpomarorpamme CTaHAapTHOrO PacTBoOpa | OCHOBHOIO nuka Ha XpomMaTorpamme
(paspen «KonuuectseHHOE onpeaeneHnen). CTaHAapTHOrO pacTeopa.
Y®-cnekrpocpoTomeTpus. YP-cnektpol nornowenns | YO-cnekrpbi nornoweHna ucnbITyemoro
MCMBLITYEMOro pactsopa W CTaHAapTHOro pacTBopa B | pacTBopa W CTaHAApPTHOrO pacTsopa B obnactu
obnactn ot 200 20 400 HM AOMKHB! UMETb MakcuMym | oT 200 A0 400 HM  UMEIOT  MaKCUMyM
nOrnoLLeHna npu 234 2 kM. nornoweHns npn 234 + 2 HM.
CPEOQHAA MACCA o PO. . ‘ .
Ot 298,30 50 316,76 mr (307,53 mr + 3 %). 307,07 mr (-0,1%)
4. | PACTBOPEHUE T'd PO, Yd-cnektpodoTomeTpus. (99%)
He menee 80 % (Q) oOT 3asBneHHOro KonuvecTea 101%
aTopukokcnba uepes 30 MUHYT. 95%
101%
99%
98%
98%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU Mpumeck H-ETCRCO1 — ne 6onee 0,2 %; He oBGHapyxeHo
npumech H-ETCRCO02 — He Gonee 0,2 %; He oBHapyxeHo
eAWNHNYHAn HeuaeHTNDULUPOBaHHas MNPUMECh — He 0,03%
Gonee 0,20 %;
cymma npumecel — He bonee 2,0 %. 0,10%
6. | BOOA e Pd, Metopn K. ®uwepa. o
He Gonee 6,0 %. 2,1%
7. | OOHOPOAOHOCTb F'®d P®, cnocob 2, BAXX.
AO3NPOBAHUA AV £ 15 % (n = 10), ecnu ycnoemne He BLINONHAETCH,
T0 AV £ 15 % (n = 30), n ans 30/30 Tabnetok AV, = 3.7%
KONMYECTBEHHOE coaepxanue AeiicTByoLero 1= 307
BELLeCTBa JOMKHO HaxXoAUTLCA B uHTepsane 0,75-M —
1,25-M.
8. | MMKPOBUONOIrMYECKAA F'®d PO, kateropus 3A.
YUCTOTA ObLwee yncno aspobHBIX MUKPOOPraHU3MoB He Gonee 5
10°KOE B 1 1 (Mn);
ObLiee unCno APONOKEBBIX U NNECHEBLIX rPMBOB — He Meree 10 KOEB 1T
Gonee 10° KOE & 1 r (mn);
Ortcyicteue Escherichia coli B 1 r (mn). He obHapyxeHo
9. | KONMYECTBEHHOE BIXKX.
ONPEOENEHUE Ot 85,50 mr go 94,50 mr (ot 95,0 go 105,0 % ot 90,10 mr
3anABMNEHHOro KonuyecTsa) B Tabnerke. (100,1%)
10. | YNAKOBKA Mpu npoussodcmee u/unu pacghacoske u ynaxkoske Ha | Npoussodcmeo, pacghacoska U ynaKoska Ha
000 «MAKN3-OAPMA», Poccusi 000 «MAKU3-®APMA», Poccust
Mo 7, 10 nnn 14 TabneTok B KOHTYPHYIO AveiikoBylo | Mo 10 TaBnetok B KOHTYPHOWU suYeitkoBOiA
ynakosky u3 nnenkn TBX/MBAOX w conbrn | ynakoBke wu3 nneHkun MBX/MBOX wn donbrun
anioMMHUEeBOW NEYATHOW JNaKMpOBaHHOW WM B | anioMUHUEBOW NEYATHOI NaKUPOBAHHOM.
KOHTYPHYIO  SIYE/KOBYIO  ynakoBky M3  chonbru
xonogHoro copmosanun (MBX-AnomuHni-ONA) u
honbru anioMMHNEBOI NeYaTHOW NakupOBAHHOM. Mo 1 KOHTYPHOW AYEKOBOW ynakoBKe BMECTE C
Mo 1, 2, 3 NN 4 KOHTYPHbLIE AYEWKOBBLIE YNAKOBKM | WHCTPYKUMEH NO  MNPUMEHEHWIO B Nauky
BMECTE C WHCTPYKUMEWH NO NPUMEHEHWIO B NavKy | KAPTOHHYIO.
KaPTOHHYIO.
41. | MAPKMPOBKA IMepsuyHas ynakoeka Mepeuy4Hasn ynaxkoeka
Ha xoHmypHoli syelikosol ynaxoske (bnucmepe) Ha | Ha kowmypHoi sivelikogoli ynakoeke Ha
PYCCKOM A3bIKE yKa3abisalom:. TOProBoe | PycckoMm A3bIKE yKa3aHo: Toprosoe
HauMeHOBaHWe npenapata C NpPeAynpeauTenbHOW | HaumeHoBaHwe npenaparta c
MapKUpoBKON ®; mMexayHapoaHOe HEenaTeHTOBaHHOE | NpeaynpeAnTesibHON MapKupOBKOW ®;
HauMeHOBaHUe; NeKapcTBeHHYo thopmy; AO3UPOBKY; | MEXAyHaponHoe HenaTeHToBaHHOE
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HauMeHOBaHMe IOPUAUYECKOrO nuvua, Ha UMA
KOTOPOro BblAAHO PErUCTPaLMOHHOE YA0CTOBEpPEHUE;
NOroTUN KOMMNaHWUK, OCYLECTBASIOLEN NPOABUXEHNE
NeKkapcTBEHHOro npenaparta, Homep cepwu; Aaty
npoussoacTea (npu chacoske Ha OO0 «MAKU3-
DAPMA» aaTy NpOW3BOACTBA HE HAHOCAT); AaTy
VCTEYEHUA CpoKa roAHOCTU.

BmopuyHas ynakoska

Ha kapmoHHoUi nayke Ha PycCKOM si3biKe yKa3bieaom:
Toprosoe HauMeHOBaHne npenapata c
npeaynpeanTensHomn MapKMpOBKOIA ®;

MeXAyHapoaHOoe HenaTeHToBaHHOe HaumeHOBaHWe;
AO3NPOBKY, HaUMEHOBaHWe puagnyeckoro nuua, Ha
nms KOTOpOro BblAaHO peruncTpaunoHHoe

YAOCTOBEPEHHME, ero CTpaHy; Homep
PErMCTPALMOHHOIO YAOCTOBEPEHUS; norotun
KOMNaHuw, OCYLUECTBRAIOLLEH NPOABMKEHWe
NeKapcTBeHHOro npenapara; HanMeHoBaHMe

nNpeAnpusaTUA-NnpoussoauTens, ero aapec (npu
npousBoACTBE Ha 000 «MAKU3-0APMA»
yKasblBalOT CTPaHy, [OpPOA); HaumeHoBaHue W
COAepXaHWe JeiCTBYIOWEro BellecTsa B ORHOW
TabneTke, MOKPLITOW  NNEHOMHOW  OBGOMOMKOI;
Konu4ecTBO TabnMeTok B  YNakoBKe;  YCNOBUA
XpaHeHus; cnocob NPUMEHEHUA; YCrOBUA OTMYCKa;
npegynpegutenbHele  Hagnucu  «MpumeHaTe  no
HasHa4YeHno Bpayay; «Copepxut nakTo3bl
MOHOMMAPaT»; «XpaHuTb B HEAOCTYNHOM ANA AeTel
MecTey»; hapMakoTepaneBTUYECKYID rpynny; LUTPUX-
Kon, HOMep cepuu; AaTy NpowsBoAcTBa (npu
npoussogctese Ha OO0 «MAKU3-GAPMA» paty
NPOM3BOACTBA HE HAHOCAT); AaTy MCTEYEHUs cpoka

rOAHOCTU.
Ha «apToHHyl0 nauvky MoryT ObiTb HaHeceHbl
TexHu4eckne (NpOU3BOACTBEHHbIE) KOAbI
(rpacbuueckue,  OykseHHble  wnu  LudpPOBbLIE),
hapmkoa,.

Ha «xapmonHol nayke Ha aHanulickom s3blke
yKasblgalom: TOprosoe HauMeHOBaHME npenapara ¢
npeaynpeanTensHon MapKUpOBKOM ®;
MeXayHapoAHoe HenaTeHTOBaHHOE HauMEHOBAaHWE;
AO3UPOBKY;,  (hapmakoTepanesTU4EcKylo  rpynny;
KonuyecTso TabneTok B ynakoske.

lMpu npoussodcmee, ¢hacoske u ynakoeke Ha OO0
«MAKU3-®APMA»  AORONHWUTENBHO  AOMNYCKaeTCA
HaHeceHue cpescTs naeHTUGKaLmmn ans
MOHUTOPUHTA ABIDKEHUS NIeKapCTBEHHbIX NPenaparTos,
B TOM uucne rnobGanbHOro WAEHTUNKALMORHOIO
HOMEpa TOProBOW e€AWHMLULI W  UHAUBMAYaNBHOMO
CEepUIHOrO HoMepa TOProBoW eAUHULIBI.

HaumeHoBaHue, neKapcTBEHHanA cdopma;
LO3MPOBKA;  HAUMEHOBaHWE  OPUAUYECKOrO
nuua, Ha nms KOTOPOro BblAaHO
pPErMCTPaLIMOHHOE  YAOCTOBEPEHUE; NOroTun
KOMMaHun, OCYLIECTBARAIOWENA NPOABUWKEHNE
NexapcTBEHHOrO NpenapaTta; HOMEP Cepuu;
faTa NCTEYEHNA CPOKa roAHOCTH.

BmopuyHas ynakoeka

Ha «kapmorHOli nauyke Ha pPYCCKOM $i3blKe
YyKasaHo: TOProsoe HavMeHOBaHKue npenapara ¢
npeAynpeanTenbHON MapKUpOBKOiA ®;
MeXayHapoaHoe HenaTeHTOBaHHoe
HaMMEHOBaHNE; JO3UPOBKA, HaMMeHOBaHue
IOPUAUYECKOTO NMUA, Ha UMS KOTOPOro BbigaHo
pPEerucTpaLmMoHHoe y0CTOBEPEHNE, €0 CTPaHa;
HOMEP  PEeruCTPaLNOHHOrO  YAOCTOBEPEeHMs;
norotun KOMMAaHuy, ocyLlecTnAoLel
NpoABMKERNE NEKAPCTBEHHOro npenapara;
HaNMEHOBaHWE MNpPeaNPUATUA-TIPON3BOAUTENS,
€ro  CcTpaHa, [ropoj; HaumeHoBaHWEe W
CoAepXaHue AeUCTBYIOLLEro BeLeCTBa B O4HOW
TabneTke, NOKPLITOW NAEHOYHOU OBONOuYKON;
KonuuecTBO TabneTok B YMNakoBKe, YCNOBUA
XpaHeHus; Ccnoco® nNpUMEHeHWs; YCnoBuA
OTMyCKa,; npeaynpeauTenbHbIe HaANuCH
«[lMpumenaTb no HA3HAYEHUID  Bpava;
«COAEpHUT NaKTO3bl MOHOMMAPATY; «XPaHUTbL B
HEAOCTYNHOM ans peTen MECTEeY;
hapmakoTepaneBTUYECKasa rpynna; LUTPUX-KOA;
HOMEp Cepuu; fata NCTEYEHNA CpoKa FOAHOCTU.

Ha KkapTOHHYIO nauvky HaHeceHbl TeXHWU4Yeckue
(NPOM3BOACTBEHHbBIE) . KOAbl  (rpadhuueckue,
GykBeHHbIe U LUudpoBbie), hapMKoA.

Ha kapmoHHOU nauke Ha aHenulckom A3bike
yKa3aHO: TOProBOe HaMMEHOBaHWE npenapaTa ¢

npegynpesnTensHol MapKUpOBKOM ®;
MEeXAyHapogHoe HenaTeHTOBaHHOe
HauMeHOBaHue; N O3MPOBKa;

hapmakoTepaneBTUYECcKas rpynna; Konu4yecTso
TabneTok B ynakoBke.

lMpouseodcmeo, ¢hacoska u ynakoska Ha OO0
«MAKU3-OAPMA» AONONHUTENBHO HaHEeCeHb!
cpeAcTBa MAaeHTUMKALMN ANIA MOHUTOPUHIA
ABIDKEHUS NEKapCTBEHHbLIX Npenaparos, B TOM
uucne  rmobanbHOro  WAEHTUMKALMOHHOIO
Homepa TOProeoit eanHULbI "
MHAMBUAYaNbHOTO CEPUIAHOTO HOMEpa TOProeoM
eAVHULIbI.

12. | CPOKFrOBHOCTU 3 ropa CooTBeTcTBYET e
3akntoyeHue: CootBetcTByeT TpeGoBaHnsam JM-006935-130421, us
/Haqanbl-mx OKK:

/

Hata Bbinycka OKK: «31» mapta 2025r.




