HHTennexT Ha 3awure

300pOBbA

® NOJZINCQH

OBLECTBO C OrPAHMYEHHOM OTBETCTBEHHOCTLIO

«HAYYHO-TEXHONOTHYECKAA DAPMALEEBTUYECKAA OUPMA «NOSIMCAH»

AnanuTHyeckuii macmopt Ne 763

192102, Cankr-Tlerep6ypr, yn. Canoea, 72, Kopn.2, AMT.A,
Ten.: 812 710 8225, dawc: 812 764 6284, e-mail: info@polysan.ru

Ipenapar: AKJIO®PEPOH® TabaeTKkH, NOKpPLIThIE KHINEYHOPACTBOPUMOH 060.10uKko0i 150 Mr

Cepus: 300921
@opMa BHIITyCKa:

KonuuecTrpo:

(xOHTypHaa AyekikoBas ynakoeka) 20 x 1 (nauxa kapronHas)
57713 yn.

Jlara wsroroBnenna: ceursbps 2021 r.

JlannkIe apagnza

P N001049/02

TMoxazaTens Tpebopanus HJI P N001049/02-081018, Ham. Ne 1 JlaHHble aHann3a
1 2 3
1. Onmucanne Kpyrme gpoaxoBnimykinie Tabnerkn xéntoro  upera, | Kpyrasie
IOKPELITHIE KKINEYHOPacTBOPHMOM o6onoaxott. Ha nonepesnom | ABOAKOBLIIYK/LIE

paspese Anpo KEMTOro meeTa
(Busyanshsiif, ' PO*)

TabneTkn *&aToro upera,
NMOKPHITHIE

KHILIEYHOPACTBOPHAMO#
06oNn04KOH. Ha
NIONEPETHOM Pa3pese Aapo
XEITOro UBeTa
2. TTouTMHHOCTB:
- aKPHJIOHYKCYCHAS KHCIIOTA CrekTpsl MOITIOICHHS HCNBLITYEMOr0 pacTBOpa H pacTBOpa CooTBeTCTBYIOT
cpasnenus (b) B oGnactu or 340 go 450 HM DODKHBI HMETh
M3KCHMYMEI ¥ MHHHMYMbI IIPH OJHHX H TeX e JUIHHaX BONH
(CnexrpodoTomeTpHs)
Bpems yZepXHBaHHA OCHOBHOTO NHKA HA XPOMATOrPaMME CootBeTcTBYeT
HCTILITYEMOTO pacTeopa, NPHTOTOBJIEHHOTO ans
KONHYECTBEHHOTO ONpEJENCHHA, JOJDKHO COOTBETCTBOBATH
BPEMCHH YACPXKHBAHHA OCHOBHOTO IHKA HA XPOMATOrpaMMe
pactBopa cpasreHHA (b) (BOXX)
- METIIOMHH IlaTHO  po3oBaro-OpaHXeBOrO ILBETa MEOMHHA Ha CooTBeTCTBYET
(N-MeTHITIFOKaMHH) XpOMaTorpaMMe HCIBITYEMOr0 pAacTBopa 0O MOMOKEHHIO,
OKPacKe M BElMYMHE JO/KHO COOTBETCTBOBATh MATHY
MEIFOMMHA Ha XpPOMATOrpaMMe pacTBopa cpaeHenns (TCX)
3. PacTBOpEHHE 1-# cramus — He Gonee 10 % aKPHAOHYKCYCHOM KMCIIOTHE 0
33 60 MuH
2-n crazus — re Meree 70 % (Q) aKpHIOHYKCYCHOM KHC/IOTHL 97-99
3a 45 mun
(I'® PO*, Cnextpodoromerpus B VO u BHauMoH obnacTsax)
4. PoACTBEHHBIE IIPUMECH EmumirgHas HengeHTHHOHpOBaHHAs MpHMech — He Gonee Menee 0,10
; 0,20 % (B2XX)
Cymma npuMeceii — ae Gosee 0,50 % (BKX) Menee 0,10
5. Muxpobuonornaeckas Kateropms 3A (T® PO*) C rayer
IHCTOTA OOTBETC
6. OMHOPOZHOCTS JO3HPOBAHHA Homxen cootBeTcTBOBaTHL TpeOoBanuaM (I'd PD¥) CoorBeTcTBYET
AV=34
7. KomuwecTseHHOE
onpeaelieHHe:
- AKpHAOHYKCYCHaA KHCIIOTa Or 142,5 Mr no 157,5 Mr CisHuNOs 1453
(axpHIOOHYKCYCHOM KHC/IOTHI) B Tabaetke (BXKX)
- METIIFOMHH Ot 131,4 Mr 10 160,6 Mr C;H17NOs 151,4
(N-MeTHNrOKaMHEH) (MermomuHa) B Tabnerke (THTpUMETpHA)
8. Ymakoeka ITo 10 mnm 20 TabneTox B KOHTYPHYIO A4CHKOBYIO YNakoBKy H3 | [lo 20 TaGietox B
IWICHKA TONHBHHIIXIOPHAHOM H (GOJBIA AMOMHHMEBOH A | KOHTypHOH  sucikoBoH
YNAaKOBKH. yNakoBKe¢ M3  IUIEHKH

1 xoHTYpHYIO A4eiikoBYi0 ynakosky mo 20 Tabnerox, 1 win 5
KOHTYDHBIX f9CHKOBEIX ynakoBok mo 10 TaGnerok BmecTe c
HHCTPYKUMEH [0 MeIHIHMHCKOMY NPMMCHEHHIO NOMEMIAIOT B
NayKy H3 KapTOHa.

JUis KOHTpPOJIA NEPBOrO BCKPHITHA GOKOBLIE KNANAHH TA9KH

NONHBHHHIDJIOpHIHOH H
dbomerH  aAMOMWHHEBOMK
UL YNIaKOBKH.

1 koHTypHas sucHkoBas
ynakoska oo 20 Tabnerox
BMECTE C HHCTpYKIHEH no

MOTYT OBITb 3akieeHbl 3ITHKeTKAMH. I1auku MOryT OHTE | MemuimmckoMmy

CTPYINMPOBaHEl B OaHAEPONH TEPMOYCANOYHON TUISHKOH. | MPHMEHEHWIO MOMeIeHa B

[Magku wiv 6aHNEpoIH NOMEMAIT B TPYTITIOBYIO Tapy. nayKy M3 KapToHa.
TpeGosanus HIO
cobmoaeHs!.
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9. Mapxuposka 1) Neperunas ynakoska ) epepmue g
Ha  KOWTYpHOH  AYCHKOBOM  YHAKOBKE  YKASHIBAIOT: | yavame T et
HAMMCHOBAHHE NMPOM3BOJIMTE/IA, €0 TOBAPHLIN 3HAK, TOProBoe - o Tens,
€ro ToBap) JHAK, TOProBOe
HANMEHOBaHHE Tipenapara c npepynpenuTensHolt | Lo S Mo
MapKHpOBKOHA®, JICKapCTBEHHYIO (OPMY, AO3HPOBKY, HOMEp | mpeaympemmemsol
xolt ®, nexapcreenmas
CEepHH, CPOK MOZHOCTH. Mapxuponkol ®,
B,
2) BropuiHas ynakoBKa m‘mmmwm_ —— o
Ha maske yKkasblBalOT: HAaHMCHOBAHHE MPOW3BOMMTENA, €rO | 2)Bropmuses ynaxosxa
Ha | npawe YKa3aHu:

TOBapHLIH 3HAaK, ajpec, Tex/jakc, TOProBoe HaHMEHOBAHHC
npenapata ¢  NpelynpeauTeNbHOH  MapkupoBKoi ®,
TPYTIHPOBOYHOE HAHMECHOBAHHE MpENApaTa, JNeKapCTBEHHYIO
(opmy, no3uposky, cocTas Ha onHy TafneTky ¢ ykasaHueM
HAZHMECHOBAaHHA M KOJHYECTBA JEHCTBYIOLIErO BeIIECTBa,
nepeyeHb BCTIOMOTaTeNLHBIX BEMECTB, KOMHYECTRO TabneTok B
ynakoBke, «XpaHuTs B HEAOCTYITHOM AjiA JieTel MecTey, «Jlns
B3POCHLIX W JieTelt ¢ 4 neT», YCNOBHA XPAHCHHS, HOMep
PErHCTPAaLMOHHOIO  yNOCTOBEPEHHS, HOMEpP CepHHM, CpOK
TOAHOCTH, YCIOBHA OTITYCKa, CNocol OpHMEeHeHHd, IITPHXOBOM
ko EAN-13, nononnurensnsre Rammacn: «JJ1 B3POCJIBIX H
JETEH 4+», JIEYEHUE U IMPOGHIIAKTHKA ['PHUIIIA U
OPBH», dpapmakoz (pharmacode).

Ha nauke, conepacameii 1 KOHTYpHYIO S4EHKOBYIO YIIAKOBKY IO
20 Tabnetox WIM 5 KOHTYPHBIX sieHKOBBIX ynakosok mo 10
TabneToOK, NONONHHTENLHO HAHEGCCHA IpadHYecKad cxeMa
«IIPHEM ITPENIAPATA ITPH JIEYEHHH I'PUIIIIA/OPBU»,
HonyckaeTcs HaHeCEHHE CPEACTB HACHTH(DHKALHY A/1A CHCTEMD
MOHHTOPHHIa ABHXKCHMA ICKAPCTBCHHBIX NIPENApaToB.

HAHMCROBAHHC IPOM3BOHTENA,
ero Topapumli ImAK, Aampec,
Ten/daxc, Toprozoe
HIHMGHOBAHME NpenapaTa ¢
MPERYIIpEIETe O
MapKHPOBKOA ®,
: Jh i =

$opMa, AOSMPOBKE, COCTaB Ha
omny Tafinerky ¢ yxasanwem
HAHMCHOBAHEA H KOUIHYCCTBA
AcHcTRy0mero BEILIECTRA,

peae
BEINECTS, KOMHYECTBO Talnerok B
ynaxkopxe, «XpaunTs B
HEAOCTYTIHOM JU1S JeTel MECTe»,
«/lns r3pocnuX M Aeteli ¢ 4 nems,
YCIOBHI  XDAaHCHHA,  HOMCD
PETRCTPANHOHAOIO

YAOCTOBEDENEA, HOMEP CEpHH,
CPOK FOHOCTH, YCIIOBHA OTIYCKa,

xon EAN-13, ponomssTensHne
naamen: «J1J19 B3IPOCIILIX H
4+», «JIEYEHHE H
NMPOOHIIAKTHKA I'PHUITIA 4
OPBH», $apmaxon
(pharmacode).
Ha  nagxe pononmwreniwo
HAHCCGHA TIpadHYEeCKan cCxeua
«IPUEM [IPEIIAPATA ITPH
JIEYEHWH I'PHITIIA/QOPBH».
Harecesn cpeactsa
HACHTHOHKAIAA ANA  CHOTCME
MOHHTOPHHIA [BHKCHAA
xap HHLIX I TOB,

*

10. VcnoBuA XpaHEHHA H MepHl
IPEedOCTOPOKHOCTH

B 3amuImEHHOM OT CBETa MCCTC [IPH TEMICPATYPE HE BHIIIE
25°C

B sanpmmgnHoM ot caeta

MECTE NIPH TEMIIEPATYPE
He Beuue 25 °C

11. Cpoxk rogsHocTH

2 roxa

2 roga

* - pecTeylomee H3fanue I'ocynapcreennoli Papmakomnen Poccuntickoi Penepaiun
3axmoyeHHe: cooTBeTcTRYeT TpeGosanuam HJ P N001049/02-081018, Mam. Ne 1

Jara seinaun nacnopra: 28.09.2021

Sasexyrommit KARJI
Hauansnuk OKK

JlupekTop no ka4ecTBy

Canxr-Nerepypr -
HayuHO-TEXHONOMMHEeCKan .-
(hapMaLeaTUHeCKar drpma

«MONUNCAH»
N8 AOKYMEHTOB

HHC-KO-2000-0160 «KoHTpOIb NPpOH3BENCHHOH NpoxyKepn», Bepcha 10. lata epeneHus: 10.03.2021

Cpok rogsocts xo: 09 2023

A. C. Bnacosa
A. PI. ®énoposa

C.;H. CkopHk




000 “Hayuno-Trexnonornueckas papMaueBTHIECKAsA ¢upma “IIOJIHCAH”

Paspelniense Ha peanmiatuio Ne

Hanmenopanue

DopMa BEITyCKa

MHH

PY Ne

HopmatnBHas HOKYMeHTalAL
Homep cepuu

Pa3mep cepun

Konnuectso nocne KOHTpos
Ne AHanHTHYECKOIO HacmopTa
Tomern mo
IMpeanpuATHe-npon3BoIuTEHL

[peanpusrHe-ynakoBImK

00000763 or 01.10.2021

OUKTOPEPOH® Ta61eTKH, NOKPLITHC KHIEYHOPACTBOPHMO
oGosiouKoi 150 mr Ne 20 Poccuiickas Depcpanun

KOHTYpHa# sivteiikoBast ynakoska 20 x 1 (uauxa KapTounas)

MeraromMuna akpuaoHauerar
P N001049/02
P N001049/02-081018 m3nm.Nel

300921

57 713 yng

57 684 ynx
763
0923

000 «Hayyno-TexHOJOrHYecKas GapMaleBTHY eCKkasn dupma
«IIOJHCAH>», 192102, Poccuiickas ®enepanus, r. Cankr-Ilerep6ypr,
vi. Canosa, 1. 72, k. 2, 1aT. A

000 «Hayuno-TexnoI0rueckas papMaNneBTHIECKAR $upma
«IIOJTHCAH», 192102, Poccriickasn Denepanust, r. Canxr-Ilerep6ypr,
yi. Canosa, a. 72, k. 2, n6T. A

AHaNHM3 NPOH3BOACTBEHHON JOKYMEHTALHE

Hocbe Ha cepHIo HIPOBepeHo Jda
Hocre Ha cepro oxobpeno da
KpuraueckHe 0TKIOHEHHS OTCYTCTBYIOT da

CepHa Npou3BeAena H NPOKOHTPOTHPOBAHA B COOTBETCTBHE C JIHICHINCH Ha DPOHIBOACTHO
AeKAPCTBEHHEIX CPEICTB, TPeGOBARMAME PETHCTPAHONHOTO A0Che, TpeboBaHUSME OpraEu3aluu
NPOHIBOACTEA H ROHTPOJIN KAYeCTBA JeKAPCTBEHHBIX cpefcTs (npapua GMP), a Taioke RALIME
TpeGoBAHMAMM NeliCTBYIOILEr0 3aK0NOATEILCTRA,

IIpoayKUES paspellieHa K pealH3auun

VooaHoMoueHHOE THIO

Hauanenuk otaena

Crenanosa M.C.

L

(IODKHOCTE)

(mozrmics) / (pacmmndpoBka noanucu)

Tomowenie o THUE, OTRCTCTBEHHOM 38 BBITYCK ¢epii (Y IOTHOMOTCHHOM JIMIE 110 KaleCTBY), JaTa yrs. 11.01.2021




