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1. Onucauue

[Tpo3paunas GecuBeTHast UIAKOCTb CO CIa0bIM
XapaKkTEpHBIM 3aNaxoM
(Opranogentiyecknii MeTon)

[Tpo3paunas GecuperHas
KMAKOCTH €O CJ1a0bIM
XapaKTePHbIM 3aTIaxoM

2. IlomiuHHEOCTD:

Hanmuune ananutudeckoro curuana pHU KOJINYECTBEHHOM

ITpucyrctByet

- HAaTpHuH
P onpezaenednn Hatpus (ADC)
- Kanuii Hannune ananntuueckoro curiana npy KoJM4eCTBEHHOM Hpucyrcrsyer
onpenencany kanust (A3C)
- SHTapHasA KHCIIoTa BpeMena ynepxuBaHus [IMKOB SHTAPHON KHCOTHI, MEFIOMIHA, Cootserctayror
- MCTIOMHMH MHO3WHA, HUKOTHHAMHIJA U METHOHHMHA HA XpOMaTOrpaMMax
- MHO3MH HCTILITYEMOTO PacTBOPA, MONYYEHHBIX NPH KOJINYECTBEHHOM
- HHKOTHHaMMKJ ONpeleIeHUH, NOIDKHBI COOTBETCTBOBATh BpEMEHAM
- METHOHHH YAEPKUBAHUA NTNKOB COOTBETCTBYIOUINX BEILECTB HA
XTOPHIEI XpomaTorpaMMax pacTBopa cpaBHeHn (a) (BOXX)
- **
Xapakrepran peakuua (Kauectennas peaxuus, EQ onoxuTensHas
(pearuns a))
. Tlocne npuGasnenus aMMonns xopuaa pacteopa 10,7 % u TonoxutenpHas
“RMAGHA aMMoHuA kapGoHaTa pacteopa 15,8 % He Gonee ueM nérkoe
TIOMYTHEHHE; TIPH AalbHelHIIeM NpuGaBIeHNH JUHATPHS
ruapodocdara pactBopa 9 % Genpiii kpucTaIMHeckuii 0CaI0K,
HEepacTBOpUMBIH B aMMuaka pactBope (KauecTBennas peakiis)
3. Ilpo3payHocTh Jlomxen 6b1Th npo3payneiM (I'® PO*, Bu3yanbabiii) ITpo3paunmiii
4. IIBeTHOCTH Hlomxken ObITh GecupeTHBIM (I'D PO*, meTon 1) becuseTHbli
5.pH Ot 6,0 no 8,0 (I'd PO*, norenunomerpuyecky) 6,3
6. Mexanuuyeckue BKIIOYEHHS
— BUIMMBIE MEXaHMIECKHe BKITFOYEHMS JloJKEH COOTBETCTBOBATh TPEOOBAHMAM CooTBeTCTBYET

— HEBUOAWMBIC MEXaHNYCCKHUE BKIIFOYEHUA

(I'® PO*, Buzyanshsiit)

B 1 M1 cpenHee 4ncno 4acTHIl pasMepoM

10 MkM 1 GoJiee HE AOJDKHO MPEBBIIATH 25, a CPEIHEE YHCTIO
9acTuL pasmepoM 25 MkM U 6oliee He IOKHO NpEshiaTh 3
(T'® PO* Meroxn 1)

10 mxm 1 Gonee— 1 B 1 M
25 MxM 1 Gonee — 1 B 1 M

7. 3BnekaeMblit 00BEM, M He menee HomunnansHoro (I'd PO*) 425
8. Poacteennsie npumecu:
A p — He 6onee 3,0 % ot HoMHHanbHOTO copepxkanns uHosuna (BOXX) 0,3
— F'HITOKCAaHTUH K T'YAHO3WH
— He 6onee 3,0 % oT HOMMHANBHOIO COAEP)KAHMA HUKOTMHAMHJA
(BOXX) 0,4
-~ HHKOTHHOBAaA KHUCIIOTa =
— CymmapHoe coaepikante HeuaeHTUGHUNPOBAHHBIX NPUMECEH B
o HEN T MUHPOB A TDMECH NPOLEHTAX OT CYMMbI NI0IIA/ICH NMKOB HHKOTHHAMHKA, MHO3MHA 1 0,5
P P METHOHMHA HE N0/DKHO NpeBblars 2,0 % (BOXKX)
9. OcMOTSUIBHOCTD Ot 296 10 362 MOcM/kr (I'D PDO*, kpuockonuyeckuii) 329
10. BaKTepHaJILHbIe 3HI0TOKCHHBI Ilpeaenshoe conepxanue He Gonee 1,9 ED/mn Menee 1,9
(T'® PO* meron A)
11. AHOManbHAS TOKCHYHOCTE Homxen 6b1Tb HeTOKCUYHBIM (['D PO*) Hetokcuden
(111 KOHTEHHEPOB MOJIMMEPHBIX )
12. CTCpPIJ'IBHOCTB JlomxeR ObITh CTEPUNBLHBIM CrepuibHbli
(TC'D PO*, meron MeMOpaHHO#i dunsTpaunn) Cepus BbiMlyLliena no napameTpam
13. KonuvecTBeHHOE onpeenienue; | O 132 0 162 mmons/n satpus (ADC) iy
pelt © oT 3,62 no 4,42 mmone/n kanua (ADC) 4,05
ot 1,13 no 1,39 mmone/n marans (TutpumeTpus) 1,25
ot 98 10 120 mmons/nt x10puaos (TutpuMeTpus) 108
ot 4,75 no 5,81 r/n C;HeO4 (srrapnoi kucaots) (BRXKX) 5,28
ot 7,85 no 9,60 r/n C;H;NOs (Merniomuna) (BOXX) 8,75
ot 1,80 10 2,20 r/n C1oH2N4Os (uHo3una) (BIXKX) 1,96
ot 0,225 10 0,275 r/a CgHgN,O (hnkotunamuaa) (BOXX) 0,249
ot 0,675 n0 0,825 r/n Cs H)NO,S (mMeTronuHa) (BOXX) 0,747
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Tlo 400 Mn B GYTHUIKH CTEKIAHHBIE BMECTHMOCTbIO 500 MII, YKymopeHHbie
npoGkaMu M3 pe3uubl, OGKaTble KONMAaukaMH KOMOHHMPDOBAHHBIMH M3

14. YnakoBka

amoMMHMA W nuactMaccel.  Ha  OyTeuiky  HAKNEMBAlOT — 3THKETKY
camokneauryroca.  Kaxmyro  OyThinky BMeCTe € HHCTPYKuMEd no
Me cKOMY TIp ) 1C >T B NadKy H3 KapTOHA, HA KOTOPO#H

Q0ITYCKAeTCs HAHECEHHE ITHKETKH KOHTPOJIA NEPBOTO BCKPBITHA.
TTo 400 M B KOHTEHEPH U3 NNEHKH MHOTOCIONHON NoMONe(GHHOBOR.
Ha koHTelHep METOIOM TEPMONEYATH HAHOCAT MaPKHPOBKY.

TTo 400 mn B KoHTelHepax M3

TUTEHKH MHOTOCIOHHOH
nonnonehuHOBOM.

Ha KOHTEeHHED METOIOM
TepMoTeyaTH HaHECeHa
MapKHpOBKa.

5  KoHTeliHepOB  BMeECTE C
MHCTPYKuMeit 1o MeIHLUMHCKOMY

5 KOHTEHHEPOB BMECTE ¢ MHCIPYKUHMEH IO MEAMUHHCKOMY NpH Mo | mpl 0 no I B
NOMELLAIOT B FPYNMOBYIO Tapy U3 KapTOHA ropPHPOBAHHOTO. TPYNNOBYIO Tapy M3 KapTOHa
TO(PHPOBAHHOCO.

1) [MepBuunas ynakoBka

Ha 3Trkerke GYTbUIKH YKa3blBAIOT: TOBapHBIH 3HAK, HAKMEHOBAHHE, aJIpeC,
TesT./(ake NpON3BOAMTEIS, TOProBoe HAMMEHOBAHKE TIpenapara ¢
npeAynpeauTensHON MapkHpoBKoit ®, nekapcTBeHHylo hopmy, oGBEM B
MWLTWIHTPAX, HOMEP CEPHH, CPOK FOIHOCTH, CocTas, «OCMOUILHOCTD

329 MOcm/kr», « CTEPHJIBHO», «BHYTPUBEHHO», «HecmaunBaemocTs
BHYTPEHHEH NOBEPXHOCTH GYTBUTKN HE ABIAETCA IPOTHBOTIOKA3aHHEM K
MPUMEHEHHIO IPENaparay, YCIOBUS XPAHEHUS, HOMEP PErUCTPaLHOHHOTO
ynocmnepe:u:, NUKTOrPaMMbl:

15. MapkupoBka

R JEE,

Ha koMGUHMPOBAHHOM KOJINZUKE A0MYCKAeTCA HAHECEHHE HHANBHIYaNbHOIO
TEXHOIOTHYECKOr0 HOMEPA W/WITH AByMEPHOIrO IITpHXKoaa (2D).

Ha konTeiiHepe yka3biBaloT: TOBApHBIH 3HAaK, HAMMEHOBAHNE, AJIPEC,
Ten./(hake IPOU3BOAMTENS, TOPrOBOS HAUMEHOBAHKE TIpenapara ¢
npeaynpeanTensHON MapkupoBkoi ®, nekapcTBeHHYIO GopMy, 06BEM B
MWUTHAMTPAX, HOMEP CEPHH, CPOK FOAHOCTH, COCTaB, «OCMONILHOCTS 329
MOcMm/kr», «CTEPHILHO», « BHYTPUBEHHOY, ycnobus xpaHeHus, ROMEP
PETUCTPALMOHHOIO YAOCTOBEPEHHA, TPa Iy HDOBOYHYIO LUKANY ¢ MeTkamu 0, 1,
2, 3, TEXHONOrMYECKYIO METKY.

2) Bropuunas ynakoBka

Ha nauke yka3biBaloT TOBApHbIi 3HaK, HAMMEHOBAHKE, afpec, TeN./pakc
TIPOW3BOANTENSA, TOPTOBOS HANMEHOBAHUE TIPENAPATA € NNPEAYTIPCANTENLHOM
MapkHpoBkoil ®, IPYNITHPOBOYHOE HAWMEHOBAHHKE Npenapata,
nexapcTBeHHY0 hopMy, 06BEM B MUILTHIATPaX, cocTas, «OCMONIANBHOCTD
329 MOcm/kr», «CTEPUJIILHO», «BHYTPHUBEHHO», «Hecmauupaemocts
BHYTPEHHE NOBEPXHOCTH GYTBHUIKH HE ABIACTCA NPOTHBONOKA3aHHEM K
MPAMEHEHHIO TIPENApaTay, YCJA0BHA XPaHEHHS, HOMEP PETUCTPALIHOHHOIO
YAOCTOBEPEHHA, HOMEP CEPHH, CPOK PORHOCTH, «XPaHHTE B HEAOCTYTIHOM 1A
neteii mecte!», «[IPHMEHATD MO HA3HAYCHHUIO BPaya», YCIIOBHA OTITYCKa,
wrpuxoeoif ko EAN-13, bapmakon (pharmacode), rpadviuecxoe

n3o6pakeHne GYTHUIKM % | NUKTOTPAMMBbL, PacLIH)POBKA THKTOrPaMM

«wiekapcTBenHast popma PACTBOP A HHOY 33U,
«cnoco6 npumenenns BHYTPUBEHHO KAITEJIBHO»,
L]

[ ]

«¢:1pmaxorepanenmqecr(ax rpynna METABOJTMYECKOE CPEJICTBO».
JlonyckaeTca HaHeCeHHe CPeacTB MASHTA(UKALIMA M1 CHCTEMBI
MOHUTOPHHTA JABHXXECHWA JIEKAPCTBEHHBIX TIPETIapaToB.

Ha sTHkeTke rpynnoBoji ynakoBkH KOHTEHHEPOB yKa3blBAIOT TOBAPHbIH 3HAK,
HaMMEHOBaHHe, aapec, Ted./(hake NPO3BOANTENS, TOProBOE HAMMEHOBAHHE
Tipenapara ¢ npeIynpeAUTeNbHOA MapKHPOBKO#H ®, TPYNNHPOBOYHOE
HaHMEHOBAHHWE TIPENaparTa, JeKapcTBEHHYI0 GOpMY, 06BLEM B MHILTMWINTDAX,
cocras, «OcmomanbHocTs 329 MOcm/kry», «CTEPUWIBHO»,
«BHYTPUBEHHOY, ycnoBHA XpaHeHus, yCIOBUA OTNYCKa, HOMEP
PErMCTPALMOHHOrO YAOCTOBEPEHNA, HOMED CEPHH, CPOK FOAHOCTH, «XpaHHTL
B HEJIOCTYNMHOM AnA Aeteil MecTe!», «[IpMMEHATS 110 HA3HAYEHHIO Bpayay,
KOJIMYECTBO KOHTEHHEPOoB, wirpuxoBoif ko EAN-13, manunyauuonneie

3HaKUu !, u, ] o { o Ilonycxae'rcx HAHECEHHE CPEACTB uueHTmbeauuu
JUIA CHCTEMbl MOHHTOPHHIA ABHKEHHA JIEKAPCTBEHHbIX NpENaparos,

1) IlepBuuHas ynakoska

Ha  kouTelinepe  yxa3aHbl:
TOBApHbIA 3HaK,
HaNMEHOBaHUe, ajpec,
Ten./dake npoU3B0AMTENS,
TOProBoe HaHMEHOBaHue
npenapara C
npeaynpeauTenbHO

MapKUpoBKoOit ®,

nekapcTeeHHas Qopma, oObEM
B MMJUIMJINTPAX, HOMEP CEPHH,

CpoK TONIHOCTH, €OCTaB,
«OcMONANBHOCTD 329
mOcm/kr»,  «CTEPUJIBHO»,

«BHYTPUBEHHO», ycnosus

XpaHeHh, HOMEp
perncTpalioHHOro
YROCTOBEPEHHUS,
rpajyMpoBOYHaA  lKana ¢

metkamu 0, 1, 2, 3,
TEXHOJOrHYECKas MeTKa.

2) BropuuHas ynakobka

Ha  atukerke  rpynnoso#t
YNAaKOBKH KOHTEHHEPOB
YKa3aHbl  TOBapHHI  3HaK,
HaUMEHOBaHHUE, ajpec,
Ten./pakc OPOH3BOINTENA,
TOpProBoe HaNMEHOBaHHE
npenapara C
NpexynpeanTeNbROM
MapKHPOBKO#H ®,
TPYINHPOBOYHOE
HauMEHOBaHNE npenapara,
nekapctBeHnas gopma, 00bEM
B MWUIMIHTpaX,  COCTas,
«OCMOANBHOCTH 329
mOcm/kr»,  «CTEPUIIBHO»,
«BHYTPUBEHHO», ychoBus
XPaHEHHA, YCNOBUA OTIYCKa,
HoMep PETHCTPALUOHHOTO
yIOCTOBEPEHHA, HOMEP CEPHH,
CPOK TORHOCTH, «XpaHHTh B
HENOCTYNHOM  OnA  jeTei
mecte!y,  «[IpuMEHATE 1O
Ha3HAYEHUIO Bpaua,
KOJIHYECTBO KOHTeliHepoB,
wrpuxoBo  kox  EAN-13,
MaHUITYJI {MOHHBIE 3HAKK ! ﬂ,

Tt

Haneceno CpeacTso
MACHTUOHUKALUY 1R CHCTEMBI
MOHHTOPHHTA ZBIKEHHA

NEKAPCTREHHBIX NPENAPATOR.

B 3am4IuéHHOM OT cBETa MECTE NpH TEMIIEPATYPE HE BHILIC

16. Xpanenune
25°C

B 3awmménHOM OT ceeTa MecTe
npu Temnepatype He Beiwe 25 °C

5 net B GYTBIIKAX CTEK/ISHHBIX, 2 TO/1a B KOHTEHHEpax u3

17. Cpok rogHOCTH
INEHKY MHOTroCI0HHOH nonvoaeduHoBoi

2 roaa B KOHTEHHEPaX U3 MIEHKH
MHOrocnoiiHoi nonuoneduHoboi

* - neiictByrouee usnanve I'ocynapcteenHoi @apmakoneu Poccuiickoi ®enepannn
** _ neiictByroimee uzganve Esponetickoit @apmakoneu

3axkmouyenue: cootBercTByeT TpeboBanusm HJI JICP-009341/09-081021
Hara Bpinaun nacnopra: 10.10.2023

/ 3aseayromuii KAnJI . oy d
Hauaneauk OKK I

JlMpexTop 1o KauecTBy
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