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® NOJIMCQOH

OBLLECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALEBTUYECKAA ®UPMA «[NOJIUCAH»
192102, Cankr-leTep6bypr, yn. Canoea, 72, Kopn.2, nuT.A,

Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AHaauTn4yeckuii nacnopt Ne 459

IIpenapar: PEMAKCOJI® pactBop ans nHy3mii

Cepusi: 230422 JICP-009341/09
®opma BeIlTycKa:  pacTBOp AJist uH}y3uii (konTeiinep) 400 M x 5

Konuuectso: 3728 ym.

Jara nzroronenus: 06.04.2022

JlaHHbIe aHAJIN3A

IHoka3zareuan

Tpeooanus HJI JICP-009341/09-081021

JdanHble aHaIM3a
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1. Onucanue

IMpo3pauHas 6ecuBeTHas XXHUIKOCTh CO CAa0bIM
XapaKTEPHBIM 3al1axoM
(OpraHonenTuyeckuii METON)

[Ipo3paunas GecrserHas
JKMIKOCTB CO Cl1abbIM
XapaKTEepHbBIM 3araxoM

2. IlomuHHOCTD:

B Hanuyue aHanuTHYECKOro CHrHANA IPH KOHYECTBEHHOM Ipucytcryer
onpeneneHuu Hatpus (ADC)
- Kanui Hamiune aHamMTHYECKOr0 CUrHANIA IIPU KOJMYECTBEHHOM pucyrcreyer
onpezenennu kamus (ADC)
- AHTapHas KUCI0Ta BpemeHa yep>KiBaHHs [IMKOB SIHTAPHOM KMCIIOTBI, METIOMHHA, Coorserctyior
- MCTTIOMHH MHO3WHA, HIKOTHHAMH/IA U METHOHHHA Ha XpOMaTorpaMmax
- HHO3HH HCIIBITYEMOr0 PacTBOPA, MOJIYYEHHBIX MIPH KOJIMIECTBEHHOM
- HAIKOTHHaMKM OINpENeNICHUH, TOJDKHBI COOTBETCTBOBATH BpEMEHAM
- METHOHHMH YAEPKHBAHHS [IMKOB COOTBETCTBYIOLIMX BENIECTB HA
- XITOpPHITH XpoMaTorpamMmax pactBopa cpasHenus (a) (BOXX)
XapakrepHas peakuys (KauectBennas peaxuus, EQ** i —
(peaxus a))
. Ilocne npuGapnenus aMMoHus xitopuaa pacteopa 10,7 % u TMoNoKHTEIbHAS
“MarHuM aMMoHus kapGoHaTa pacteopa 15,8 % He Gonee ueM nérkoe
HOMYTHEHHE; TIPH JalbHeHIIeM NPUOaBIEHHN THHATPHS
ruapodocdara pacTBopa 9 % Geiblii KpUCTALTMYECKHI 0CaTI0K,
HepacTBOpuMbIi B aMmuaka pactBope (Kauectsennas peakuus)
3. Ilpo3pauHocTh Homxen 66T Tpo3pauHbiM (['D PO*, BusyanbHbIii) IIpo3pauHsiii
4. IIBeTHOCTH Homxen 6biTh GecuBeTHHIM (D PD*, MeTon 1) BecuBeTHbIi
5.pH Ot1 6,0 10 8,0 (I'® P®*, norenumomerpudeckm) 6,3
6. Mexannueckue BKIIOYEHHUS
JloJkeH COOTBETCTBOBATh TPEOOBAHHSAM CootBeTcTBYET

— BUIHUMBIC MEXaHUYECKHUE BKIIIOUECHUA

— HEBUAUMBIC MEXaHHYCCKHUE BKIIIOUECHUSA

(I'® PO*, BusyasnbHblii)

B 1 M cpennee 4uCio0 YacTUIl pasMepom
10 Mxm 1 6onee He JODKHO MPEBBILIATH 25, a CpeIHEe YHCII0
YacTHI| pa3sMEPOM 25 MKM U 6oJiee HE HOIDKHO TPEBHILATE 3
(T'® PO* Merox 1)

10 Mxm 1 6ostee — 1 B 1 Mt
25 MM 1 6ostee — 0 B 1 M

7. 3BnekaeMblit 00bEM, MII He menee HomunanbHoro (I'® Pd*) 425
8. PosicTBEeHHBIE MPUMECH:
mnoxﬁl " aH03HHp — He 6onee 3,0 % oT HoMMHAIIBHOTO CozepkaHus HHO3MHA (BIXKX) 0,5
N oy — He 6onee 3,0 % 0T HOMHHAIBHOTO COAEPMKAHMS HUKOTHHAMMIA
- HUKOTHHOBAs KHCJIOTa (BIXX) 03
— CymmapHoe coaepxaHne HeMACHTHOHLMPOBAHHBIX PUMECEH B
MPOLIEHTAX OT CyMMBI UIOINA/IeHi MMKOB HUKOTHHAMM/IA, MHO3UHA U 0,4
~HOHACHTHPHIEPORIHHLIE NP HMECH METHOHHHA HE N0JDKHO npebimath 2,0 % (BOXKX)
9. OCMOJISLTEHOCTE Ot 296 10 362 MOcM/kr (I'® PO*, kpruockonuyeckuit) 327
IpenensHoe conepxanue He Goaee 1,9 ED/Ma Mesnee 1,9

10. bakTepuanbHble 3HI0TOKCUHBI

(T'® PO*, meron A)

11. AHOManbHAs TOKCHYHOCTH
(W11 KOHTEHHEPOB MOJIMMEPHBIX)

12. CrepunpHOCTD

JloskeH ObITh HeTOKCHYHBIM (['D PO**)

He Toxcuuen

JlomkeH OBITH CTEPHIIBLHBIM

CrepuibHBIi

(TC'® PP*, meTox MeMOpaHHOI HHIIBTpALIMHN) Cepus BhyIEHa 10 NapaMeTpam
- | ot 132 no 162 mmons/n Hatpus (ADC) 143
13. Kosm4ecTBeHHOE OTIpeIe/ICHHE: e o 304
ot 1,13 no 1,39 Mmmons/n maruus (Tutpumertpus) 1,26
ot 98 10 120 MMoB/n1 X110pHAOB (TUTPUMETPHS) 108
ot 4,75 no 5,81 r/n C4HgO4 (sHTapHO# kucnotsr) (BIXKX) 5,24
ot 7,85 no 9,60 r/n C;H;;NOs (Mermomuna) (BIXKX) 8,69
ot 1,80 10 2,20 r/n C1oH;2N4Os (nH03uHa) (BDXKX) 1,97
ot 0,225 10 0,275 r/n C¢HeN,O (nnkotnHamuna) (BOXKX) 0,248
ot 0,675 10 0,825 r/n Cs H;;NO,S (MetHoHuHa) (BDXKX) 0,747
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14. YnakoBka

ITo 400 ma B GYTBUIKH CTEKIAHHbIE BMECTHMOCTBIO 500 MJI, yKynmopeHHbie
npobkaMi M3 pe3MHbl, OOXaThle KONMaYkaMH KOMOWHHDOBAHHBIMH M3
amOMHHHA M IactMaccel. Ha  OyThUIKy — HaKIEHBAIOT — ITHKETKY
camoesmytocs. Kaxayro OyTeuiky BMecTe € HMHCTPYKUMEH 10
Me, KOMY TIp ) MOMEMIAIOT B MayKy M3 KAapTOHa, Ha KOTOPOi
JIOTyCKAeTCS HAaHECEHHE ITHKETKH KOHTPOJIA NIEPBOTO BCKPHITHA.

TTo 400 M1 B KOHTEHHEPHI U3 IUIEHKH MHOTOCJIONHON TOTHONE(HHOBOH.

Ha koHTeiiHep METOIOM TepMOIIEYaTH HAHOCAT MapKHPOBKY.

5 KOHTeliHEpOB BMECTe C MHCTPYKUMEH IO MEIHLMHCKOMY NPHMEHEHHIO
MOMEIIAIOT B IPYNIOBYIO Tapy M3 KapTOHA roGpHPOBaHHOTO.

Ilo 400 Mn B KoHTeiiHepax u3

TUIEHKH MHOTOCTIOHHOH
noMHONe(HHOBOH.

Ha KOHTeiHep METOIOM
TepMONeYaTH HaHECeHa
MapKHPOBKA.

5 KOHTEHHEPOB BMECTE  C
HHCTPYKUHEH 110 MEIHILHHCKOMY
NPHMEHEHHIO TIOMEIEHBI B
[PyINOBYIO Tapy H3  KapTOHa
rodpHpoBaHHOrO.

Tpebosanna HJI k  ynakoske
COOMIOAEHBI.

15. MapkupoBka

1) TlepruyHAS yNAKNRKA

Ha sTHkeTKe OyTbIIKM YKa3bIBAlOT: TOBAapHBIH 3HAK, HAMMEHOBAHHKE, aIpec,
Ten./(pakc MPOHU3BOAMTENA, TOPrOBOE HAMMEHOBAHHE NpENapara ¢
npeynpeauTeNbHON MapKAPOBKO# ®, iekapcTBeHHYI0 GopMy, 06bEM B
MHJUTWIATPAX, HOMEP CEPHH, CPOK FOHOCTH, cocTaB, «OCMOIIAIIBHOCTD

329 MOcm/kr», «CTEPUJIBHO», «BHYTPUBEHHO», «HecmaunBaeMoCTh
BHYTPEHHEH MOBEPXHOCTH OyTHUIKH HE ABJIAETCA NPOTHBONOKA3aHHEM K
NPUMEHEHHIO NPENapaTay, YCIOBHA XPaHeHHs, HOMEP PErHCTPALHOHHOTO

YAOCTOBEPEHHSA, IMKTOTPaMMBI:
i mm

. NE]

Ha xoMOGHHHPOBaHHOM KOJINA4Ke JOMyCKAETCs HAHECEHHE HHNBHIYATbHOTO
TEXHOJIOTHYECKOr0 HOMePa H/HIH IByMEPHOro mrpHuxkoa (2D).

Ha koHTeiiHepe yKka3biBAIOT: TOBApHBIH 3HAaK, HANMEHOBAHHE, a1pec,
Ten./hakc MPOM3BOJMTEIISA, TOProBOE HAHMEHOBAHHE Npernapara ¢
npeynpeanTeNbHOM MapKHPOBKO# ®, IeKapcTBEHHYIO GopMy, 06bEM B
MUJUTAIMTPAX, HOMEpP CEPHH, CPOK FOXHOCTH, cocTaB, «OcMOIsIBHOCTD 329
MOcm/kr», « CTEPUIIBHO», « BHYTPUBEHHOY, ycnoBus XxpaHeHHs, HOMep
PErHCTPaLOHHOTO yAOCTOBEPEH A, TPy HPOBOYHYIO mKany ¢ MeTkamu 0, 1,
2, 3, TEXHONIOTHYECKYIO METKY.

2) BropuuHasi ynakoBka

Ha nauke yka3biBaloT TOBApHbIH 3HaK, HAMMEHOBaHHe, azpec, Texn./dakc
TIPOM3BOJMTENS, TOPrOBOE HAMMEHOBAHHE NPENapara ¢ MpPeXyNpeIHTeNbHOH
MapKHPOBKO# ®, rpynnupoBOYHOE HANMEHOBAHHE NPENapaTa,
JIeKapcTBEHHYIO HOpMY, 00BEM B MHILTHITHTPAX, cocTaB, «OCMOIAIBHOCTD
329 mOcm/kr», «CTEPUIIBHO», «BHYTPUBEHHO», «HecmaunBaeMocTh
BHYTPEHHEH MOBEPXHOCTH OYTHUIKH He ABIAETCS NPOTHBOMOKA3aHHEM K
NPHUMEHEHHIO MpernapaTay», yCIOBUs XPAHEHHs!, HOMEP PErHCTPALIHOHHOTO
yHOCTOBEPEHHS, HOMEP CEPHH, CPOK FOAHOCTH, «XPaHHTh B HEAOCTYITHOM 1A
nereit Mecte!», «[[pHMEHATH 110 HA3HAYEHHIO BPAyay, YCJIOBHA OTIYCKa,
wrpuxoBoii kox EAN-13, dapmaxox (pharmacode), rpaduueckoe

n306paxeHne OYTHUIKH % , TMKTOrPaMMBI, pacii(poBKa MHKTOrPaMM
«iekapcTeennas gopma PACTBOP [UISI UTHOY3Uit»,

:cn:ocoﬁ npumenennss BHYTPUBEHHO KAIIEJIbHO»,

:(b.apmaxorepanenmqecxax rpynna METABOJIMYECKOE CPEJICTBO».
JlomyckaeTcs HaHECEHHe CPeCTB MASCHTHOHKALMHA U1 CHCTEMBI
MOHHMTOPHHIA JIBH)KEHHS JIEKAPCTBEHHBIX NPENapaToB.

Ha 3THKeTKe rpynnoBoii ynakoBKH KOHTEHHEPOB YKa3blBalOT TOBAaPHBIA 3HAK,
HaUMEHOBaHHE, aJpec, Tell./hakc MPOU3BOIMTENA, TOPrOBOE HAMMEHOBAHHE
npenapara ¢ npeaynpeanuTenbHONH MapKHPOBKOH ®, rpyNIHpOBOYHOE
HaWMEHOBaHHe NPenapara, JIeKapCTBEHHYIO (opMy, 06bEM B MHILTHIIHTPAX,
coctas, «OcmomsibrocTh 329 MOcM/kr», «CTEPUJIBHOY,
«BHYTPHUBEHHOW, ycnoBHs XpaHEHHs, YCIOBHS OTIYCKa, HOMEP
PETHCTPALIHOHHOTO YAOCTOBEPEHHS, HOMEP CEPHH, CPOK I'OHOCTH, «XPaHHTh
B HEZIOCTYIIHOM Juis fieTeii Mecte!», «[IpHMEHATh 10 Ha3HAYEHHIO Bpayay,
KOJINYeCTBO KOHTEHHEPOB, ITPUX0BO# ko EAN-13, MaHHIyIALIMOHHBIE

3HaKH ! s -’—', j s "f JlonycKaeTcs HaHECEHHE CPEICTB HACHTH(HKAIHH

U1 CHCTEMBl MOHHTOPHHIA ABH)KCHHUSA JICKAPCTBEHHBIX INPENapaTos.

1) TlepruYHAS ynakoRKa

Ha koHTe#iHepe yKa3aHbI:
TOBapHbIA 3HAK,
HalMMEHOBaHHE, apec,
Ten./pakc Npou3BOAUTENS,
TOProBO€ HaHMEHOBAaHHE
npenapara ¢
TpeaynpeanTEIbHON
MapKHpOBKO# ®,
nekapcTBeHHas Gopma, 00bEM
B MUJUTMJIMTPAX, HOMEP CEPUH,
CPOK MOJJHOCTH, COCTaB,
«OcMonsIBHOCTD 329
MOcMm/kr», «CTEPUJIBHOY,
«BHYTPUBEHHOY, ycnosus
XpaHEHHUs, HOMEP
PETUCTPALIHOHHOTO
YIOCTOBEPEHHUS,
rpafyMpoBOYHasl 1IKaja C
metkamu 0, 1, 2, 3,
TEXHOJIOTM4ECKas METKa.

2) BropuyHas ynakoBka

Ha stukerke rpynnoBoi
YNaKOBKH KOHTEHHEPOB
yKa3aHbl TOBapHbIi 3HaK,
HaMMEHOBaHHUE, aJpec,
Ten./(paKc NpOU3BOAUTEN,
TOProBO€ HaUMEHOBAHUE
npenapara ¢
npeaynpeauTeIbHOR
MapKHPOBKOH ®,
rpyNNUpPOBOYHOE
HaMMEHOBAHHUE Mpenapara,
niekapcTBeHHas Gopma, 00bEM
B MUJUTHJIUTPAX, COCTaB,
«OcMonsibHOCTD 329
MOcm/kr», «CTEPUJIBHOY,
«BHYTPUBEHHOM, ycnosus
XpaHEHH, YCJIOBHUS OTITyCKa,
HOMED PErHCTPALIHOHHOTO
YIOCTOBEPEHHUS, HOMEDP CEPHH,
CPOK MOTHOCTH, «XPaHHTb B
HENOCTYMHOM [ IETER
mecre!», «[IpuMeHsTs 1o
Ha3HAYEHHIO Bpaya»,
KOJINYECTBO KOHTEHHEPOB,
wrpuxoBoi kon EAN-13,
MaHHITY IS LIHOHHBIE 3HAKH !, !L

,
Haneceno cpencrso
HICHTU()UKALIMH [T CHCTEMBI
MOHHTOPHHTA JBUKEHHUS
JIEKapCTBEHHBIX MPENapaToB.

16. Xpanenue

B 3amuniéHHOM OT CBETa MECTE IIPH TEMIIEPATyPe HE BhILIE
25 °C.

B 3ammMIEHHOM OT CBETa MeCTe
NPH TEMINIEPATyPe He BHILIE
25 °C.

17. Cpok rogHoCTH

5 ner B OyThUIKaX CTEKJISHHBIX, 2 T0J]a B KOHTEHHEPaX U3
TJIEHKH MHOTOCJIONHOHN NONHONIe(pHHOBO#H

2 roja B KOHTEHHEPaX U3 IUIEHKH
MHOTOCJIOHHOM NOHONePHHOBOM

* _ neiictyromee u3nanue I ocynapcrennoii ®apmakonen Poccuiickoit denepaumn
** . neiictytoiee usnanue EBporneiickoit @apmakoneu

3akiouenue: coorBercTByeT TpeboBanusM HJI JICP-009341/09-081021

Jara Beimauu nacnopra: 19.04.2022

3apenyromuii KAnJI
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/t[npeKTop 10 Ka4eCTBY

Cpoxk rogaoctu no: 04 2024

— gy d/7/ A. C. Bnacosa
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