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«ANHKJIOBHP, JHO(GUIH3AT IS HPHTOTOBJICHHHA pacTBopa A/ uuysuii, 250 mr, (paaxon) 250 mr x 1
(nauka KapTOHHAN)»

MecTo NpoU3BOACTRA:

Howmep cepun
Hara npouseoactea 01.2026

050126

Ilex NO8, 220006, Pecniy6iuka benapycs, r. Munck, yin. Maskosckoro, 1/1

(NPOM3BOACTBEHHOE NOADPA3ACCHHUE. HHICKC, alIbec)

KonuuecTBo B cepuu
Hcnerranus seinonterst no JICP-008785/10-020924

13059 yn Nel

Crpana Ha3HauEHHS POCCHUMUCKAS OEJIEPALIMA

s HevMeHOBaD Tpe6osanus JICP-008785/10-020924 | MeTtoa KoHTpoJA Pe3ynbTaThl HCIBITAHUR
n/n nokasareneif
1 |Onucanue IMopucTas Macca Gestoro win Gesoro (Busyanbubiit [Topucras macca Genoro ¢
C JKEJITOBATHEIM OTTEHKOM LIBETA, JKEeITOBATHIM OTTEHKOM LIBETA,
YIUIOTHEHHAas B TabNeTKy yIuioTHeHHas B TabneTKy
2 |Bpems pacTBOPEHHA He Gonee 2 MuH Busyanbibii Menee 2 MUHYT
TlognuHHOCTB
- aLMKJIOBUP Bpems yJiepxKuUBaHHS OCHOBHOTO g‘; CPQI),Z o CooTBeTCTBYET
MMKa Ha XpoMaTorpaMme BYIK
HCIIBITYEMOTO pacTBOpa,
MOJTy4E€HHOM NPH KOJIMYECTBEHHOM
onpeeeHHH, JO/KHO
COOTBETCTBOBATH BPEMEHH
yIepXKHBaHHs MMUKa allMKIOBHPa Ha
XpOoMaTorpaMMe pacTBopa
cpaBHeHus CO auMKIOBUpa
- HaTpUi [MosioxuTebHAA PEAKLIAA re Po, CoOTBETCTBYET
0®C.1.2.2.0001
XapaxTepHas
peakuus A Ha
HATpHi
4  |TIpozpa4yHOCTB PacTBOp A I10 CTENIEHH MYTHOCTH I'd PO, He unreHcBHee stanoHa Il
JIOJDKEH BBLICPIKUBATH CpaBHEHHE C 9¢’C 1.2.1.0007
ITpospauHocTs H
sranoHoM 11 SR
OnancCUuCHIIHHA
(MYTHOCTH)
skHIKoCTeH"
5 |LIpeTHOCTH Okpacka pacTBopa A jo/kHa 6eite [T PO, He unreHcHuBHEE
HEe HHTEeHCHBHEE OKPACKH 3TaloHa 9¢C.1.2.1.0006 sraloHa Y7
CreneHb OKpackH
Y7 wunkocTen"
6 H O1 10,5 no 12,0 I'd PO, OGC, 11,2
P ’ 1.2.1.0004 )
"HonomeTpus"
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I'o Po, OQC,

1) IleppuyHas ynakoBka JIeKapcTBEHHOTO Npemnapara.
Ha smuxemxe camornesiujeiics . Ha3BaHHe NpeanpHATHA-
M3rOTOBMTENA M Ero TOBapHBIN 3HAK, HA3BaHUe

7 |PonacTBeHHBIE IPHMECH:
Tyanun P He Gonee 1,0 % 1.2.1.2.0005 B2XX 0,1 %
Jlro6as npyras He 6onee 0,5 % 0,005 %
UHIUBUIYAJIbHAsA
npUMech
CymmapHoe conepxanue|He 6onee 1,0 % 0,01 %
BCEX JPYTHX IpuMecei .
(3a UCKTIOYEHUEM
ryaHuHa)
8 |Boma He 6onee 6,0 % I'd PO, 3.4%
0O®C.1.2.3.0002
meroa K.Puurepa
(momyMuKpomeTo)
9 |MexaHuueckue
BKJIFOUEHUS S
- BUIHMbIE YaCTHLIBI [Ipenapar nosxeH COOTBETCTBOBATE ODC.1.4.2.0005.18 CooTBeTcTBYeT
TpeboBaHMAM
- HeBHIUMBIe YacTHiel  (YacTuil pazmepom 10 MM u Gosiee - | Pd, ODC. Menee 6000 4/,
He Gonee 6000 B 1 pnakone; 1.4.2.0006 cuetno-
yacTHL pasMepoM 25 MkM 1 Gonee - [PoTomerpuieckuil | Menee 600 u/dn.
He Gonee 600 B 1 ¢pnaxone METel
10 |OpHOpOAHOCTE AV < LI (L1=15,0 %) I'® P, 3,2 %
03UPOBAHMS '(')(;DC 1.4.2.0008
JHOPOJAHOCTh
JIO3HpOBAHHSA",
cnocob 2
11 |CrepunbhocTh ITpenapar nomkeH ObITh I'd PO, CrepuibHbIH
CTEpHIIBHBIM O®C.1.2.4.0003.15
MeTo | MeMOpanHoi
(unsTpanm
12 [bakTepnanbHbie He 6onee 4,37 ED/mn nns pacteopa |I'® PO, O®C. Menee 4,37 ED/mn
SHJIOTOKCHHBI ¢ KOHIIeHTpaLuei 25 Mr/mn 1.2.4.0006.15
aluKI0BHpa
13 |KonuyectBenHoe Copnepskanue Bo (1akoHe B I'o PO, 249,1 mr/naxoH
onpejeneHue: [IEPECUYETE HA CPEHIOK Maccy gg’}f&'z' 1.2.0005
- AUMKJIOBUD COIEPAKUMOr0 0JJHOTO (hJIaKOHA
JIOIKHO OBITE:
Ot 231,0 Mr O
269,0 mr
14 |VnakoBka ITo 250 Mr BO (akoHBI CTEKIAHHBIE BMeCTHMOCTHIO 10 Mt 1 [To 250 Mr Bo (hriakoHbl CTEKTAHHBIE
20 M, o 500 Mr Bo (p1aKOHBI CTEKIIAHHBIE BMECTHMOCTBIO |BMECTHMOCTEIO | () MJI, YKYTIOPEHBI
20 M 50 M1 1 no 1000 Mr Bo (iakoHbI CTEKIIAHHBIE TpoOKaMH PE3HHOBBIMH.
BMecTHMOCTEI050 M1 1 100 Mut , yKynopeHHBIe TPOOKaMH
PE3HHOBEIMH H obkaTaHHbIe KOJIAYKAMH aJFOMHHUEBbIMH |[DnakoHbl 06KaTaHbl KONNAYKAMH
MM KOMOHMHMPOBAHHBIMH WK AOMOILIACTHKOBBIMH HIIH  |JIFOMOILIACTHKOBBIMH .
ATFOMUHHEBBIMY € TIACTHKOBOM HAKIIAIKOM.
Ha nakoHb! HAK/IEUBAIOT ITHKETKH CAMOKIIEAIIHECS. Ha ¢nakoHbl Hak/leeHbl 3THKETKH
Kascipiii naxon BMecTe ¢ HHCTPYKLHEH 10 NPUMEHEHHIO  |CaMOKJIEAIIHECS,
NoMeEIarwT B NaqyKy M3 KapToHa.
Jis nozupoBkn 250 Mr: Kaxzpiii iiakoH BMecTe ¢
ITo 5 nakoHoB BMeCTe CO CHELHANLHBIMH IHE3AaMH H HHCTPYKLMEH 110 TPUMEHEHHUIO
HHCTPYKLHEli 10 MPUMEHEHHIO MOMEILAIOT B [IAUKy M3 MOMEIIEeH B TAYKY W3 KapTOHA.
KapToHa.
Hna nozupoeku 500 mr u 1000 Mmr:
ITo 5 (nakoHOB BMECTE C MEPEropoIKaMH M ¢ HHCTPYKIMEN
110 IPUMEHEHHIO NIOMENIAIOT B Pa3ABIKHYIO KOPOOKY W3
KapToHa nexanbHoro THna. C 1ByX G0KOBLIX CTOPOH
HAKJIEUBAIOT CAMOKJIEAIINECH CTHKEPBI-HHKCATOPbI.
I'pynnoBas u TpaHcnopTHas Tapa B cootseTcTBuH ¢ [OCT
17768-90.
15 |Mapkuposka Ha pyccKkoM sA3bIKe YKa3bIBaKOT: Ha pycckoM si3bike yKka3aHo:

1) IMepBuuHas ynakoeka
JIEKapCTBEHHOrO Mpenapara.

Ha smuxemxe camornesiuetica:
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JIeKapCTBEHHOTO Npenapara, JIeKapcTBEHHYIO (opMy,
1034poBKY, “CrepunbHO”, “BHYTPHBEHHO”, YCIIOBHA
XpaHEHHA, HOMEP CepHH (MeThIpe NoceHAe IHPPLI
0003HAYAI0T MECALl M O/l M3TOTOBJIEHHUS), CPOK FOJTHOCTH.
2) BropuuHas ynakoBKa JIEKAPCTBEHHOTO Mpenapara.

Ha nauke, pazdeuscnol kopobke: Ha3BaHHE NPEATIPUATHA-
M3rOTOBHTE/IA, €0 TOBapHLIH 3HAK, FOPHAHMYECKHH
MOYTOBbI azpec, agpec MEKTPOHHOM MOYTHI,
tenedon/dakc, Ha3BaHKUe JIEKAPCTBEHHOTO Npernapara,
NIeKapCTBEHHYIO (POpMY, IO3UPOBKY, KOJHYECTBO (IIAKOHOB,
“CrepwisHo”, “BHYTpHBEHHO", COCTaB, YC/IOBHS OTITYCKa,
“XpaHHTb B HeIOCTYIHOM yis JeTedi Mecte”, “TIpuMeHATh
0 HA3HA4YEHHIO Bpaya”, YCIIOBHA XpaHeHHs, HOMEp CEepUH
(aeThIpe mocneanue Uudpsl 0003HATAIOT MECALL M TOJ
M3rOTOBJICHHA), CPOK NOTHOCTH, PETMCTPALIMOHHBINH HOMED,
(apMako] ¥ MTPHXOBOH KO, CpeCTBa HAEHTHHKALHH.

Ha3BaHHe MpeIpHATHA-
H3rOTOBHTENA U €r0 TOBAPHbIH 3HAK,
Ha3BaHHE JIEKapPCTBEHHOTO
Tnpenapara, JiekapcTeenHas gopma,
N03UpOBKa, “CTepHIIbHO”,
“BHYTpHBEHHO”, YCTIOBHS
XpaHeHHUs, HOMep CepHH (UeThIpe
nocnenHue UHQpsl 0603HaYAIOT
MECHIL M TOJl H3rOTOBJIEHHA), CPOK
FOJIHOCTH.

2) BropuuHas ynakoBka
JIeKapCcTBEHHOTO TIpenapara.

Ha nayke: Ha3BaHUE NPE/IIPHATHSA-
M3rOTOBMTEJIA, €r0 TOBAPHBIN 3HAK,
FOPUIMYECKHI NOYTOBBIN anpec,
aJpec 3EKTPOHHOM MOYTEI,
tenedon/hake, HazpaHHe
JIEKapCTBEHHOTO Mpernapara,
nexapcTBeHHas Gopma, J03HPOBKa,
KOJIM4EeCTBO (Pr1akoHOB,
“CrepuibHO”, “BHYTpHBEHHO”,
COCTaB, YCJI0BHA OTIYCKA,
“XpaHWUTh B HEJOCTYITHOM JUls
nereit mecre”, “IIpMMeHATL MO
Ha3Ha4YeHMIO Bpayva”, yCIoBHA
XpaHEeHHs, HOMEp CepHH (deThIpe
nocnenHue uudps o6o3HavaloT
MeCAL ¥ FOJl H3rOTOBJIEHHUA), CPOK
FOAHOCTH, PETUCTPAMOHHLII
HoMep, (hapMako/l ¥ ITPUXOBOH
KOJ, CpeAcTBa HeHTH(HKAIHH.

16 |YcnoBus XxpaHeHHs B zamMineHHOM OT CBETa MecTe NMpH Temneparype He Boiie 25 °C
17 |Jara okoHuaHus cpoka |4 roaa 01.2030
roagHOCTH
Jara, @.11.0. 1 noAnKCch OTBETCTBEHHOTO 38 BHECCHHbIC PE3YIIbTaThI 18.02.2026 % /[ _Koseuxan T.B. /
Jlara IMoanmes ©.H.0.

3aKiOueHHe: KauecTBo "ANHKIOBHD, THO(GHIM3AT U IPHTOTOBICHHS pacTBopa s nHy3uit, 250 mr,
(dprmaxon) 250 mr x 1 (mauxa kapronnasn)" cepun 050126 coorsercTByeT TpeGOBaHUAM

JICP-008785/10-020924 -
Jam.HauaabHuKa oTaena OKK A

Jara 18.02.2026

e coce /Memnq J.B.

Tloanues, .w/—r{.'o.

o
i

A nodmeepaicoato, 4mo Npueeodennan suluie
npouszgedena (6KNOYAA YRAKOBKY (MapKuposKy) . KOHMpOIb . KA4ecms
(mnowadkax) 8 NORHOM COOMBEMCMEUU ¢ Auyenzuel  Ha
Haonexcaueli nPoOU3E00CMEeHHON NPAKMUKY, mped
COOMBEMCMEUYU CO CREYUDUKAYUAMU, COOPHCAUUMUCA 8 Pe2UCPAYUOHHOM

unghopmayus aeaAemcs QOCMosepHoU

npenapam e ciydae JeKapcmeeHHblx npenapamos ONA KNUHUYECKUX ucenedosanuil.

3anucu no npoussoOCcmey, YNAKOBKe U QHANU3y nposepers,

nadnescauyetl RPOU3E00CMEEHHOU NPAKMUKH.

Jlata noanucanus 18.02.2026

YnoJaHoMo4YeHHOE JIHI0

u mounoi. Dma cepus NPOOYKyuu

a) Ha BBIUEYKAIAHHON NPOU3BOOCMEEHHOU MIoWaoke
‘(papmayesmuueckyio Odesmenvrocmy, ¢ mpebosanusmu Ilpagun
osanmu..»ﬁéympom Kauecmea JeKapcmeeHHblX npenapamos, d Mmaxce 8
e: docve unu 6 docve cheyuukayuil Ha 1eKapemeennslil

u ycmawosneno ux coomeemcmeue mpebosanuim Ilpasun

@Wéj/ 7 bpukes M.A.
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