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OBLECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTbIO
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[Tpenapar: HKJIOP®EPOH® Tabnerxu, nokpbithie KHIIeYHOPACTBOPHMOH 06onoukoii 150 mr

Cepus: 370921 P N001049/02
®opma BHINyCKa: (xonTypHas suelikosas ynakoska) 20 x 1 (nauka KapronHxas)
Konuyectro: 56887 yn.
Hara warorosnenns: centsGps 2021 r.
Jannsie ananuza
Hoxazarens TpeGoranus HJ P N001049/02-081018, Ham. N 1 Jannsie ananuia
1 2 3
1. Onncanue Kpyrneie  aBoskoBminyknsie TaGneTkn  xéatoro usera, | Kpyrase

NOKPLITLIE KHLICYHOpacTBOPUMOH 0Bonoukoit. Ha nonepeunom

ABOAKOBBIIIYK.IbIC

paspese SIpo KEITOro upeTa Tabnerkn x€nToro umers,
‘ nO
(Bmsyansuniit, 'O PO¥) mg:m sopanet
ofonouxoit. Ha
TIONEPETHOM PA3PEIC AAPO
*EATOrO 1BCTA
2. HoMHHAOCTS:
- aKPHAOHYKCYCHAaR KHCIO0TA CrexTpsl NOTNOUICHHA HCILITYEMOIO pacTsopa M pacTeopa Coorsercrayior
cpasuenus (b) 8 obnactu or 340 no 450 HM HOMKHB HMeTh
MAKCHMYMBl H MHHHMYMBI TIPH OJIHHX M TEX K¢ NNHHAX BONH
(CriextpogoTomeTpin)
Bpems ynepKHBAHHS OCHOBHOIC THKa Ha XpOMaTorpaMme Coorserctayer
HCOBITYEMOTO pacTsopa, TIPHIOTOBNEHHOTO s
KONHYCCTBEHHOIO ONpPENENCHHA, MNO/DKHO COOTBETCTBOBATH
BPCMCHH YACPAHBAHHA OCHOBHOIO NHKA HA XPOMATOrpaMme
pactsopa cpasueHns (b) (BIXKX)
- MEITIOMMH [1aTHO  pO30BATO-OpPAaHAEBOr0  UBETA  MErMIOMHHA Ha CooreetcTayer
G\I.-um;grmomu) XpOMaTOrpaMMe HCIBLITYEMOrO pacTsopa no NONOKEHHIO,
OKpacke H BEIHYHHE NOMKHO COOTBETCTBOBAT MATHY
MEMTIOMHHA Ha XpOMaTorpaMme pacTeopa cpassenns (TCX)
3. Pacteopenue 11 cranus — we Gonee 10 % akpuroHyKCyCHOM KHCAOTHI 0
32 60 Mus
2-5 cranus — He menee 70 % (Q) akpuaoHyKCycHON KHCIOTH 96-99
32 45 Mun
("'® PO*, CrextpodoTomerpus B YO u Buaumoit o6nactsx)
4. PoncTeeHAbIC IPAMECH EARHWYHAA HEMICHTHOHUMPOBAHHAS NPHMECH — He Gonee Memee 0,10
0,20 % (BIXX)
Cymma npumeceii — e 6onee 0,50 % (BIKX) Menee 0,10
3 L4
5. Wmecm Kateropus 3A (I'® PO*) Coorsercrayer
6. OXHOPOAHOCTE NOIHPOBAHHA Honxen coorsercrsosars TpeGosanuam ('O PD*) CootsercTeyeT
AV=17
7. KonngecTeennoe
ofnpeneneHHe:
- BKPHAOHYKCYCHAR KHCAOTA Or 142,5 Mr 1o 157,5 mr CysHyNO; 151,2
(axpuaoHykcycHo# kucnoTst) B Tabreke (BIXKX)
- METTTIOMHH Or 131,4 mr no 160,6 mr C7H;7NOs 1437
(N-meTHATMOKAMHR) (Mermomuna) B TabneTke (THTPHMETPHA)
8. Ynakoska Io 10 win 20 TabnreTok B KOHTYPHYIO AueHKOBYIO ynakoBky u3 | flo 20 taGaerok 8

MNEHKH NONMBHHIIXNOPHAHON M QOABIM AMOMHHEEBOH A

| ynakoBkw.

1 xoHTYpHYIO AueHiKoBYIO ynakoBky no 20 TaGnerok, 1 wim S
KOHTYPHBIX s4eHKOBBIX yrakosok no 10 Tabnerok Bmecre ¢

KOHTYpHOH  sucHkosolt
YnakoBke M3 NASHKH
TNONHBHHUIXIOPHAHOH M
doneru  amovuunesol

A8 YNAKOBKH.
HHCTPYKLMEH N0 MEAHUHHCKOMY NPHMEHEHMIO NOMEIAIOT B 1 KOMTYpHAES sueiikosas
NaYKy H3 KapTOHa. ynaxoska no 20 rabnetok
Hns KOHTPONA MepBOro BCKphITHS GOKOBBIE KNANAHBI MaykH BMECTE ¢ MHCTDY KiieH 1o
MOryT OBITh 3aKUICCHBI ITHKCTKAMH., [layxu MOIYT ObiTh | MexumamcKoMy
CrpynnupoBanel B GaHAEpONH TEPMOYCAAOUHON TUIEHKON. | NpHMeHemmo noMemena s
Mauky wiu Sanaepony noMemaoT 8 rpynnosyio Tapy. Radky H3 Kaproia.

TpeGosarus HI

cobmoaeHsl.

HHC-KO-2000-0160 «Konrpoas nponsseneunol npoxyxkunu», sepcus 10. lara sseaenns: 10.03.2021




1 2 3
1) Tlepssa
9. Mapkuposka 1) TepsutHan ynakosxa )T Ry

Ha  xourypmoff  sueiixosolt

yNakoBKE  YKa3hiBAHOT:

HaHMeHOBaHHe TIPOMIBOJMTENA, €ro TOBApHKIH 3HAK, TOProBoe

HAHMCHOBaHHEC npe

apata c npenynpeauTensHoH

MapKHpOBKOH®, nekapcTeeHHy0 (OpMY, NO3MPOBKY, HOMED

CEPHH, CPOK TOJHOCTH.
2) BropuyHas ynakoBka
Ha nauke ykassiBaoT:
TOBAapHBIA 3HAK, axpec
npemapata ¢ open
rpYNNHPOBOYHOE HAHM(

t(opMmy, IO3HPOBKY, CO
HAHMCHOBAHHA H KOJ

nepeucHb BCNOMOraTeh
YNaxKoBke, «XpaHHTh B

HAHMEHOBAHHE NPOH3BOJMTENA, €ro
TeN./aKc, TOProBoe HaHMEHOBAHHE
ynpeauTensholl  Mapkuposkoli  ®,
CHOBAHHE mpenapara, MeKapcTBEHHYIO
CTAB Ha onHYy TabheTky C yKazaHueMm
TH9eCTBa neﬁmylomem BelecTna,
HBIX BEIECTB, KOMH4YeCcTBO TabaeToK B
1eIOCTYNHOM 1A aeTeit Mecten, «[lnx

B3POCHBX H Jetell ¢

JETEH 4+», JIEYEH
OPBH», dapmakon (p!
Ha nauxe, conepxaruei

4 ner», YCAOBHA XDaHCHHS, HOMEp
BCPEHHMA, HOMED CEPHH, CpPOK

H MPODPUIIAKTHKA ['PHIIIA H
rmacode).
1 KOHTYPHYIO S4eiKOBYIO YNAKOBKY 1O

20 tabnetok wiH 5 KOHTYPHBIX fuelikoBslX ynakosok no 10

TabneTok, AOMONHHTE

bHO HaHeceHa rpaduveckas cxema

«ITPHEM TTPEMAPATA T1PH JIEUEHWUHM ['PUITTIA/OPBU».

JlonycKaeTcs HaHECeHHS
MOHHTOPHHTA JIBHKEHHNS

CPeACTB HACHTHOHKALMH [UIH CHCTEMBI
JIEKAPCTBEHHBIX NPENapaTos.

YHAKOBKE VKASAHEL:
HAHMEHOBAHKE  NPOHIBOINTENA,
€ro ToRapHMH IMaK. TOProboc
HAHMCHOBANWE  Npenapara ¢
NPEAYNPEARTEBHOH
MapKHpOBKOR ¥, AcKapeTREHHaN
$opMa, A0INPOBKS, HOMEP CCPHH,
CPOK FOAHOCTH.

2) Bropsuas ynakosxa

Ha nauxe YRAIAHM
HARMEHOBAHWE  HPOHIBOANTENR,

er0  TOBADHWA  IHAK,  AOpeC,

renidaxe, TOProsos
L5 L <
NPEAYRPEARTEABHOH
MAPKHPOBKOH ®,
FpYRHp toe
NEKApCT

¥ e
GopMa. TOIMPOBKA. COCTAE HA
oxny TalineTky ¢ ykasaKmes

BEIICCTRA,
TEPEEHs BCIOMOTATERLHAX
BewmecTs, KOTHUeCT 50 Talinerox 8
YIAKOBKE, «X[AHNTS s

HEAOCTYTIHOM JUIA JeTel MECTes,
«Jlns mapocnstx u acredt ¢ 4 nem,
YCOOBMA  XPaHEHMA,  HOMCP
PErNCTPAIIONROND

YAOCTOBCPEHME, HOMED CEPHH,
CPOK FOAROCTH, YCIIOBMS OTAYCKA,
m ﬂwn!. m:;mm
xoa EAN-13, nonomnwrensusie
nagmacw: «JULA BIPOCJIBIX H
JETEH 4+», «IEYEHHE H

MPOPHNAKTHEA TPHITTA H
OPBH», apsakox
{pharmacode).

Ha nmawxe  sononHETERRHO

mamecena rpadmucckan  cxema
«TPHEM TIPENIAPATA 1IPH
JIEYEHHH I'PHITHAOPBH».
Hamecens cpeacrsa
HACHTHDHKRIMH 119 CHCTOMM
MOHWTOPHHIA ABRRCHKA
ACKAPCTBEHHMYX NPENAPATOS.

10. Venopus XpaHeHHA W Mephl

B 3aupmgsHoM OT CBETA MECTe NIPH TEMMIEPATYpe He Bhiile

B sammméniionm ot ceeTa

APEeAOCTOPOKHOCTH 259 MECTE [IPH TeMniepaType
e Boime 25 °C
11. Cpok roasoctu 2 rona 2 rona

* - neficreyiomee H3nanue lNocynapersennol ®apmakones Poccuiickoi ®enepanns

akmoueHue: coorsercrayer TpeGosanuam HJL P N(

Jara eeiaun nacnopra: 05.10.2021

3aeeayromuii KAnJl

Hauansuux OKK

JlMpexTop no KayecTsy

HHC-KO-2000-0160 «Kourtpons npou3sencHnol npoayKumu», i

)01049/02-081018, Ham. Ne |

Cpoxk roanocts go: 09 2023

Canird 1eTepoynr
. TEXHOMN el
i map,‘aﬂgémwmsa hvipma

*MONVCAH>

ons POKYMEHTOB

My

sepens 10, Mara ssesenns: 10.03.2021

A. C. Bnacosa
A. K. ®énoposa

C. H. Cxopux



000 “Hayuno-rexHoaornueckan dpapmanesrTnueckas pupma “IIOJIHCAH”

PaspeweHue Ha peanu3anuio Ne

Hanmenosanue

(bopma BeIMycKa

MHH

PY Ne

HopmaTuBHas JOKYMEHTalHs
Houep cepriu

Pa3smep cepuu

KonuvecTno nocne KOHTpOIA
Ne AHATHTHYECKOr O NAcHopTa
I'onen n0

Ilpeanpusatie-npou3BOAHTEIE

TpeanpusTHE-YIaKOBIHK

00000781 or 07.10.2021

HHKJOPEPOH® 1ufiaeriku, NOKPLITLIC KHIICHHOPLCTROPHMO#
oBonoukeii 150 mr Ne 20 Poccuiickan ®egepanus

KOHTYpHas sveiiropad ynarosra 20 x 1 (mauxa xapTonHas)

Mermosmuna akpuaonanerat
P N001049/02
P N001049/02-081018 uam.Nel

370921
56 887 yng

56 858 ynk
804
0923

000 «Hayuyno-texHonornueckas ¢papmanesTudeckas pupma
«ITOTHCAH», 192102, Poccuiickas Pegepanus, r. Canxr-IlerepGypr,
yia. Canosa, 1. 72, k. 2, IAT. A

000 «HayuHo-Texnonorgveckas papmanesTHueckas pupma
«ITOTTHCAHp, 192102, Poccniickan ®exepauns, r. Canxr-Ilerepbypr,
va. Canosa, A. 72, K. 2, AT, A

Ananus npou3BOACTBCHHOMR TOKYMEHTAIHH

Jocbe Ha cepHI0 TpoBepeHo da
Jlocke Ra cepuio ofobpeno Ha
KpuTHdeckne 0TKIOHEHHS 0TCYTCTBYIOT Jda

C!pﬂﬁ HpOHiIBeACHA H NPOKOHTPOJIHPOBAHA B COOTBETCTBHH € Jmuensweii Ha UPOH3BOACTRO
JIEKAPCTBEHHBIX CPEXCTB, TPeGOBAHHAMM PerHECTPANHOHHOIO A0che, TPe6OBAHHSAMHE OpraHMIAMHH
NPOH3BGICTBA B KOHTPO/IA KAa4eCTBa JeRAPCTBeHHbIX cpeacTs (npapui GMP), a Taike HHEIMH
TpeGoBaHHAMHE NeHCTBYIOUIET0 3aKOHOAATEAbCTBA.

IpoayKIMA paipemeRa K PeaTn3anun )
P
VIO THOMOYEHHOE NHIO U’ /
Havamsank otaena ( Crenasosa M.C.
(DODKHOCTE) “{nommucs) / (paciHPOBKA MOMIHCH)

Tonowenne o e, OTBETCTBEHHOM 32 BHIIYCK cepHH (YNOIHOMOYEHHOM JTHUE N0 KadecTny), dara yT8. 11.01.2021







