MACHOPT Ne 1037/25 B e
cTp. 1u3 2
‘5 OTOEN KOHTPOJA KAYHECTBA
Nuuensua Ne J1012-00102-77/00010585
MAKHMI3IDAPMA U AUARA =
EQE#EESTB/CHME Mnarpun® TabneTku, NOKPbLITLIE NIIEHOYHON O6ONOYKONR, 75 Mr

105020, M2 e, | HIOMEP CEPHIE PL1360825

aon s, PosSh "ATA MPONSBOGCTBA: _ | 20.08.2025

CTPOeHue 4, .

crocsne 4, TOAIEH /1O: 31.08.2027

cTpoeHue 8 OBbEM CEPUM: 9 374 ynak. Ne30

AHANN3 NO: JIMN-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temneparype He Bbiwe 25 °C.

. i Tpe6oBanna HA Pe3ynbTaTb! aHanusa

n/n nokasartens P y

1. | ONUCAHUE BusyanbHbiit. Kpyrnble ABOAKOBbiNyknble TabneTkn ¢ | Kpyrnblie 4BOsKOBLINyKIbie Tabnetkn ¢ dac-
chackol, NOKPbITble NNEHOYHOW OGONOYKONW PO30OBOrO | KOW, MOKPbLITHIE MNEHOYHON 0BonouKoin po-
uBeTa. 30BOrO UBeTa.

2. | NOOANIMHHOCTb Y®-cnektpocpoTtomeTpus. YOd-cnektpbl nNOrnoweHns | Y®-cnektpbl NOrmoLWEHWs UCNBITYEMOro ¢
MCMNbITYEMOrO W CTaHAAPTHOrO PacTBOPOB B OGNACTU OT | CTaHAApTHOro pacTBopoB B o6nactu ot 250
250 po 300 HM AOMKHBI UMETb MaKCUMYMbl NPU OAHUX 1 | A0 300 HM UMEIOT MaKCUMYMbl NPU OAHUX W
TexX e ANnHAaxX BOSH. Tex ke ANMHAX BOMH.

BIXX. Bpema yaepxuBaHna OCHOBHOMO Nuka Ha Xpo- | Bpemsa yaepxuBaHusi OCHOBHOrO MuKa Ha
MaTorpaMmme WUCNbLITYEMOro pacTeopa JOSKHO COOTBET- | XpomaTorpaMMe WUCMbITYeMOro pacteopa
CTBOBaTb BPEMEHU YAepXuBaHWA Nuka KNONMAOrPena | COOTBETCTBYET BPEMEHU yAEPXMBaHUA nuka
Ha XpomaTorpamme CTaHAapTHOrO pacTeopa (pasfien | Knonugorpena Ha XpomatorpamMme CTaH-
«KonuuecteeHHOE onpeaeneHne). AapTHoro pacrteopa (pasgen «Konuue-
CTBEHHOE onpeaeneHue»).
CPEOHAA MACCA Fre PO, 09C.1.4.2.0009.15.
Ot 248,56 80 263,94 wmr (256,25 mr 3,0 %). 259,08 mr (+1,1%)
4. | PACTBOPEHME e PP, 0®C.1.4.2.0014.15, (99%)
. Y& - cnekTpodoToMeTHUS. 98%
He meHee 80 % (Q) oT 3aABNEHHOIO KONUYECTBA KIONM- 101%
porpena uepes 30 MUHYT. 99%
99%
102%
97%
5. | POOCTBEHHbIE B3XKX.
NPUMECHU Mpumeck A — He Bonee 1,2 %; 0.11%
npumeck C — He Gonee 1,5 %; 0,29%
eMHUYHas HeugeHTMhULMPOoBaHHaA npumeck — He 60- 0,04%
nee 0,2 %;
cymma npumecei — ke 6onee 2,5 %. 0,48%
6. | BOOA e Pd, 09C.1.2.3.0002.15, metop K. Pumepa.
He 6onee 7,0 %. 1,2%
7. | MUKPOBUOJNIOTMYECKAA | TP PO, O9C.1.2.4.0002.18, xaTteropus 3A.
YUCTOTA O6wee uncno a3pobHLIX MUKPOOPraHu3moB - He bonee Meree 20 KOEB1 T
10° KOE B 1 r (Mn);
Obliee uMCnO APOXOKEBBIX W MNECHeBbIX rpubos: He Meree 10 KOEB 1 1
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: orcyrcteue B 1 1 (Mn). He o6HapyXeHo
8. | OQHOPOOHOCTb re PO, OdC.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnoeue He BLINONHAETCS,
To AV < 15,0 % (n = 30), u ana 30/30 Tabnetok konuye- AVi0=5,4%
CTBEHHOE COAEepXaHue knonuaorpena AOMKHO Haxo-
AuTbeA 8 uHTepsane 0,75-M — 1,25-M.
9. | KOMMMECTBEHHOE B3IXX. Ot 71,25 ao 78,75 mr knonugorpena (ot 95,0 % 72,86 mr
ONPEQENEHUE A0 105,0 % OT 32ABNEHHOrO KONMUECTBa) B OAHOMN Tab- (97,1%)
neTke.

10. | YDAKOBKA Mo 10 TabneTok B KOHTYpHyl sAueiikoBylo ynakoBKy | Mo 10 TabneTok B KOHTYPHYIO SHENKOBYIO
(6nucTtep) N3 NNEeHKN NONMBUHUNXITOPUAHOW W donbrn | ynakoBky (6nuctep) us nnexxn NBX/MBAX u
arnOMUHUEBOW WK B KOHTYPHYIO SYelKOBYIO YnakosKy | ¢honbru aniomMuHUEBOIA.

(6nnctep) u3 nnexkn NBX/MBOX v donbrn anommuHne-

BOM.

Mo 3 unu 6 KOHTYPHbIX A4YenKoBbIX ynakoBok (6nucte- | Mo 3 KOHTYPHBIX AYEWKOBEIX YNakoBoK (6nu-
poB) unu no 1 GaHke BMECTE C MHCTPYKUMEN NO NpMe- | CTEPOB) BMECTE C WHCTPYKUMEHA no npume-
HEHWIO B NaYKy KapTOHHYIO. HEHWIO B MNaYKy KAPTOHHYIO.

11. | MAPKUPOBKA lMepeuyHas ynaKkoexa Mepeu4Has ynakoska
Ha konmypHoli sivelikosoll ynakoexe (brnucmepe) Ha | Ha  konmypHoll siyelikosoll  ynakoske
PYCCKOM $i3biKe yKa3blealom. TOProBoe HaumeHoBaHue | (6r1ucmepe) Ha pycCKOM $3biKe YKa3aHo:
npenapata ¢ MNpeAynpeauTenbHolt mapkuposkoi ®, | Toprosoe HaumeHOBaHMe Rpenapata ¢
MeXAyHapoAHOe HEeNaTEeHTOBAHHOE HaWMEHOBaHME W | NPeAynpeauTenbHOW — MapkupoBkol  ®,
[O3MpoBKY (HA8 PYCCKOM M aHIMUACKOM s3blkax), | MexayHapopHoe HenaTeHToBaHHOe
nekapcTeeHHylo bOpMy, HauMeHOBaHWe  TOBapHbI | HauMeHOBaHWE U [03MPOBKA (Ha PYCCKOM U
3HaK (NaTMHWUEr) paepxaTtens  PerucTpauvoHHOro | aHrMUIACKOM  A3blkax), nekapcTBeHHas
YAOCTOBEPEHNS, HOMEP CEpUM, ATy UCTEYEHWUs cpoka | ¢opma, HaMMEHOBaHWEe  TOBapHbIN 3HaK
roBHOCTHN. (naTtuHuUen) aepxartens perncTpauuoHHOro

YAOCTOBEPEHMS, HOMEp cepuu, Aarta
MCTEYEHNS CPOKA FOAHOCTH.
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Ne HaumeHoBaHue
nin | RoxaRaTENE Tpeb6osanus HI PesynbTaThl aHanusa
Bmopu4Has ynakoeKa BmopuyHasi ynakoeka
Ha xapmoHHOU na4ke Ha PYCCKOM 5i3bike yKasbieaiom: | Ha kapmoHHOU nayxke Ha PYCCKOM si3blke
Toprosoe HaumeHoBaHne npenapara ¢ | ykasaHo: Toproeoe HaumeHoBaHue
npeaynpeauTesisHON MapkupoBKoi ®, MexayHapoaHoe | npenapara c npeaynpeauTenbHoM
HenaTeHTOBaHHoe HaVMEHOBaHwe, AO3UPOBKY, | MapKUPOBKOWA ®, MeXxayHapoaHoe
chapmaKkoTepaneeTUYECKylo rpynny, FeKapCTBEHHYI0 | HenaTeHToBaHHoe HauMeHOBaHue,
cdopMy M KonuuecTBo TabneTok B  ynakoBke, | A03UPOBKa, chapmakoTepanesTuyeckas
HauMeHOBaHWe U  COAEPXKaHMe  JeiCTBYIOWEro | rpynna,  nekapcTBeHHas  dopma 1
BellecTBa B OAHOIl TabneTke, ycnoBWUs XpaHeHus, | konudectBo Tabnetok B ynakoske,
npeaynpeautencHble Haagnucu «COAEPXKAT NaKTosbl | HaumeHoBaHue ] cogepxxaHne
MOHOrMgpaT», «XpaHUTb B HEAOCTYNHOM ANA AeTed | LEWCTBYIOLLEro  BellecTBa B OAHOW
MecTey, «Mepeg npUMeEHeHVEM npenapata | tabnetke, ycnoeus XpaHeHus,
O03HAKOMbTECE €  NPWIaraeMoil  WHCTpykuueii», | npeaynpeautenbHble Hagnucn «Copepxut
«MpUHMMATB NO Ha3HaYeHWIO Bpayay, YCIOBUA OTNYCKA, | NakTosbl  MOHOFUAPAT»,  «XpaHuTb B
cnocob fpuMeHeHns, Haanuch «®» - | HepocTynHom AnAa AeTeit mecte», «[lepea
3aPErncTPUPOBaHHLIA  TOBapHbIA  3Hak»,  HOMEp | MpPUMEHEeHWeMm npenapaTa O3HAKOMbTECH C
CBMAETENLCTBA O PEerucTpauu TOBApPHOrO - 3Haka, | npunaraemolt MHCTpykumen», «puHumats
HOMEp PEerucTpauuoHHoro YAOCTOBEPEHUA, | MO HasHa4YeHWIO Bpava», YCNoBUA OTNycKa,
HauMeHoBaHue Aepxarens perncTpauuoHHoro | cnoco6 npumeHeHus, Haanucb «®» -
YAOCTOBEPEHNA, €ro CTpaHy W TOBapHblii 3HaK | 3aperncTpUpOBaHHbIA  TOBaPHbIN  3HAKY,
(naTvHuUen), HaumeHoBaHWe, CTpaHy U ropos UpMbl- | HOMEP CBUAETENLCTBa O  perncTpauuun
NpPOU3BOAVTENS, LUTPUX-KOA, HOMEP cepuu, p[aty | TOBapHOro 3Haka, HOMEp PerucTpauuoHHOro
UCTEYEHNs CPOKa TOAHOCTHM, LWTPUX-kOA B chopmaTe | YAOCTOBEPEHUNA, HAUMEHOBaHWUE AepXaTens
DataMatrix, rno6anbHbiii UASHTUDUKALNOHHBIA HOMEDP | PErucTpaunmoHHOro  YAOCTOBEPEHMA, €ro
TOProBOiA eAMHMUBl M WMHAUBUAYASbHBIA CEPUHBIA | CTpaHa W TOBapHbIM 3HaK (naTuHuuen),
HOMEP TOProBOI €ANHULbI. HauMeHOBaHWe, CTpaHa u Topoa upmbl-
NPOU3BOAUTENRA, LUTPUX-KOA, HOMEP Cepuu,
AaTa UCTEYEeHUsl CPOKa TOAHOCTM, LUTPUX-
ko4 B thopmate DataMatrix, rnoBanbHblii
MAEHTUDMKAUMOHHBIE ~ HOMEP  TOProBOWA
€AVHULBI W WHANBUAYANbHBIA CEPUNHLINA
HOMEp TOProBOW efUHULbI.
HornonHumensHo Ha eMopuvHOU ynakoeke (Ha navke | [JononHumesibHO Ha e8mMOpUHHOU YrnaKoeke
KapmorHoll) Ha aHanulickoM s3bike ykasplealom: | (Ha nadke KapmoHHOU) Ha aHernulckom
TOProBOe HaMMEHOBaHUE NIEKapCTBEHHOFO npenapara, | s3bike yKasaHo: TOprosoe HavmmeHoBaHue
MEXAYHApPOAHOE HENaTeHTOBAHHOE HauWMEHOBaHWe, | NeKapCTBEHHOro npenapara,
JIO3UPOBKY, NEKApCTBEHHYIO (HOPMY W KOMUYECTBO | MexXayHapoaHoe HenaTeHToBaHHOe
TabneTok B ynakoBke, Haanuck «Antiaggregant». HauMEHOBaHWe, A03UPOBKA, SIeKapCTBEHHan
copma u konuuecTso TabneTok B ynakoBke,
Hagnucb «Antiaggregant».
12. | CPOK rogHOCTH 2ropa CooTeeTcTBYET
3aknoveHue: CooTBeTcTBYeT TpeboBaHU =-ﬁ&ﬂ0§§76-290720, usm/.{bim, 2,34
’ T ) S “_Fh\' S
FeHepanbHbIA AUPEKTOP: Q3 / lNypckun [.B.

Data Bbinycka OKK: «17» ceHTabpa 2025 r.




