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Mecro npomssogersa: — Llex NO1, 220007, PecnyGanka Besapyce, r. Munck, nep, ®aGpunmyca, 3/10

(IIOIBBOLCTRCHHOE NOADNINCIEHME, HIACKE, ampec)

Homep cepun 010122 Kojiumeerso B cepuu
Henwrranus semonenst no JIN-003736-2111 17, nam. Nel

Jlara npoussosctea 01.2022

8240 yn Nel

Crpana masnauenns  POCCUMCKASI OEJIEPALIMA

Hacrnne 225 mkm - He Gosiee 600/6yrinka.

Ne HaumenoBanue nokazareneii TpeGosanus JIN-003736-211117, wam. Nel Meron Pesy m'"anf
w/n KOUTpOITS HCTIBITARM
1 |Onucanue [Mpospaunpiii GecuBeTHBIN HITKM CIEIKA KETTOBATHIHR Bwsyanunniii [[Tpospaunsiit caerka
pacTBop. WeNTORATLIA
pactBop.
2 |ITommuuocTs ' XIII,
- thmykoHazon Y®-cnextp O®C.1.2.1.1. {[Toarsepxaaercy
0003.15
I'® XIII,
O®C.1.2.2.00
- HATPHH | Xapawrepran peakims 5 01.15 TNMoareepxaaercs
7 Fd X111,
0®C.1.2.2.00
- XJIOPUJIBL | Xapacrepnas peakuns 0115 IloarBepinaetcs
3 [ITpospaunocts penapar pomxen 6brrs npospaunpiM "D XIII, [Ipospanstii
OdC.1.2.1.00
07.15
4 |LBeTHOCTH [penapar pospiert GBITh GECLBETHBHIM HIIM OKpacka ' X111, He unrencusnee
lipenapata ne a0ikHa 6bIth HiTeHCHBHEE 1anona Y7 [OMC.1.2.1.00 [yranona Y
06.15
5 |pH O 4,5 no 7,5 I'd X111, 5,9
0OdC.1.2,1.00
04.15
6 [Mexanuueckre BKmMOMCHNA: I'd XIII,
- BUIMMBIC MACTHILN I”pcmipll‘l' AQIDICH COOTBETCTBORATE TpeGosannsM.  |OMC.1.4.2.00 |Coorrercrayer
; 05.15
- HEBHJIKMbIE YACTHILb! Macrrimt 210 mkm - He Gonee 6000/6yTruika. re X1,  |Cootsercreyer

OMdC.1.4.2.00 | CootsercTryer
06.15

7 |OcmomsnsHocTs Or 260 10 360 MOcm/Kr I'e XII1, 293 MOcm/kr
OdC.1.2.1.00
03.15
8 [PoncrBenHbie npumecy: I'd X111,
- npuMecs A ITe Gosiee 0,4 % O0®C.1.2.1.2. |Mcnee 0,4 %
- npuMecs B Ile Gosee 0,3 % 0005.15 Menee 0,1 %
- npumecs C Ie Gomee 0,2 % Menee 0,1 %
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- mobas eMIHIHAS He 6onee 0,2 % Menee 0,2 %
HEHJACHTHHIMPOBAHHAA
NPUMECH
- CyMMil TIpHMECEH e Gonee 1,5 % Menee 1,5 %
9 |Hzanexacmuiii 06beM He Menee HOMMHUTIBHOro I"d XITI, 102 mun = 104 mn
OdC.1.4.2.00
03.15
10 |BakTepHanbHBIC IHAOTOKCHIILI Menee 0,41 ED/mr I XIII, Menee 0,41 ED/mr
0dC.1.2.4.00
06.15
11 |AHOMwiIbHAH TOKCHYHOCTE I[penapar ObITh HETOKCHYHBIM I X111, HerokcuuHbli
Od(.1.2.4.00
04.15
12 |CrepunsHocTs Ilpenapar gomken ObITL CTEPHILHBIM I'd> X111, CrepuibHbIH
00C.1.2.4.00
03.15
13 |Kosmuecrsemioe onpejenenue I'd XI1I,
- thaykomazon Or 1,8 no 2,2 Mr/mn OdC.1.2.1.1. {2,0 mi/mn
0003.15
Turpumerpu-
- HATPHA XJIOPHJL Or 8,5 10 9,5 mr/mn 1eCKHH 9,1 mr/mn
14 | Ynakonka 110 100 M1 B BYTBUIKH CTCKISHHBIC YKYTIOPEHHBIE NPODKaMH [To 100 mn B
PESHHORBIMA T 00KATHIE KOIIAHKAMH QJHOMHIICHRIMH. 6y ThINOL
[To 100 ma BO uiakosl CreKIIAHHLIC, YKYNOPCHILIC npoGkamMu CTEeKJIANHBIE
PEIMHOBAIMA B OOKATAHABIC KOJWAKAMH QIOMHHHEBLIMU AIIH YKYNopeHnbie
KOMOMHHPOBAHHBIMH WM AOMOILTACTHKOBEIMH HILH WHOMHIIHEBLIMM npobkaMu
C ﬂJlaCTiiKOBUi"I uum:a:umﬁ. pt’."sHH(JBblMH "
Kaxy1o Gyrpuicy/dakol BMECTE ¢ HHCTPYKUMEH 110 IPHMEHCHHIO obacare
HOMELRIOT B MAYKY 03 KapToHa. KONIAUKAMH
)i craimonapos: 56 Gyrsuiok 1 48 duiakonos o 100 ma BMeCTE CAMOMUHHEBLIMA.
PABHBIM KOJIHHCCTROM HHCTPYKIHE 110 NIPUMEHEHHIO 8 SIIAKY U3 Kuxas Oy rsuika
rOPHPOBAHHOTO KOPTOHA. BMECTE C
MHCTpYKUMEH 1o
NpPHMCHEHHIO B
NAYKe M3 KapToHa.
15 |MapkupoBka Ha pycekoM 8361Ke YKa3bIBIIOT! Ha pycckoM A3bIke
{1) Ticpsurnas yUakoBK:d NEKIPCTREHBOr0 NPEnapaTi. yKa3aHo:
[Ha rrwkerke Oy reuiks/quiakona: TaHMEHOBATNE MPETPHATIN- 1) [llepsrgian
LPOHIROAMTEILS, €r0 TOBAPHBII 3HAK, TOPIOBOC HAUMCHOBAITAC YNaKoBKa
HpEIEPTA (CORMAIACT € MEXK/LYHAPOJTHBIM HENATCUTORAHITHIM JIEKRPCTBERHOT
| HAUMEHORAHACM ), JICKAPCTBCHHYIO POPMY, KOHIICHIPAUIIO, COCTaB HA 0 npenapara.
[ o1, O0BEM B MAIRIAIMTPAX, «CTCPHILHOR, cnocod BREJICHU, Ha yrHkeTrKe

«l [pHMEHATD 110 HA3HAYSHHIO BPauay, «XpaHUTh B HENOCTYTIHOM JUIA Oy ThijIKK:
| jieTeii MeCTe», YCIOBHA XpaHeHH A, HOMEP CepuH (YETLIPE NOCNCAHAE  |HAMMCHOBAHHE

g (ipbi 0003HAYAOT MECHLL K IO/l M3TOTORICHHA), CPOK MOAHOCTH. NpEANPHITHS-

|2)  Bropudsas ynakoBka JIEKapCTBCHHOIO Mpenapara. NPOHIBOJIHTENN, €10
[Ha nauke: HAMEHOBAIHE HPC/UPHATHI-TIPOH3BOJUITEI, €10 TOBAPHBLT  [TOBAPHBINA 3HAK,
THAK, KOPHMTCCKHE n09TORBI ajIpec, 1pec SJICKTPOHIOH MMOTTHI, TOProBoOE
seiehoI/RKS, TOPrOBOE HAHMCHOBANIC IPEHAPITA (COBLRYIACT C HAMMCHOBAHHC
MEHCTYHADOAHILIM TICIRTCITTOBAHITIM HIMEHOBANHEM), JICKAPCTECAHYIO  (npenapirra

(hopMmy, KOHLCHIPAI B0, cocTan Ha | Mil, 001eM ML, KOITICCTBO (cosnapaer ¢

Gy tsiok/quiakanios, «CIepHILHOR, CoCO0 BBECHHA, YCIOBHA MEKIYHAPOAHBIM
ornyeka, «FIpHMELHTE 110 FIHAMCHHIO BRAYA», «XPANnTh B HENATEHTOBAHHBIM

HEOCTYIUIOM JUTs AETel MECTED, YCIOBHA XPAHCHMA, IOMED CCphH HAHMEHOBAHKEM),
(aeTRipe nocne/ime WH(PLI 0GO3HATUOT MECAIL K FOA H3TOTORNECHNA), [NEKAPCTBEHHAA
lcpok rogHOCTH, hapMakos, PETHCTPAUMOHHEIH HOMED H LITPHXOBOH (popma,

KOJL, ACTIYCKAE e HANECEHNE CPeeTn wWieHTHOUKALMH. KONUETTTPAus,
Ha YrHKETKe SudKa OIS CTAIMOHAPOB: HAHMEHOBAHHE NPEANPHATHA- |COCTUB HA 1 mn,
IPOH3BOJIHTEIIA, €10 TOBAPHLIIL 3HAK, HOYTOBBIA a/Ipec, anpec O0BeM 1
3JICKTPOHHOMA 1M0YTHI, tenedon/pake, TOpropoe HAHMEHOBAHME MHJUTHIHTPAX,

penapata (COBIYET ¢ MENGIYHAPO/UIEIM HETIATCTITOBAMNLIM HiTAME- «Crepuisron,

| oRATMEM), ICKAPCTBEHNYIO (OPMY, KOHIIEHTPALHIO, COCTaB Ha 1 M1, cnocol BeeiCHu,
ofyhes B MALTIUIKTPAX, KOJEYCCTBO Gy TLUIOK/ (IakoHoB, «IlpumensTs 1o
«CTepHILIION, crioco0 BBEJICHHS, «Jlnst craroHaposy, «[IpUMEHATH  |HA3HAYCHHIO

(10 HAEMERHIO BPAsa», «XPAtuiTh B HEAOCTYIHOM JUIR JICTCH MCCTCY, |BpaUan, «XpaHun B
YCHOBUA XPAHCIHA, MAHUITYIAIMORHBIC SHAKH, HOMCP CCPuH (qeTBIpe [HEAOCTYIHOM JyIA
Hoche/ue rdpn 0603HAMAIOT MECHIL H 1O/l H3IOTOBNCHAN), JETY JieTei MecTen,
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M3TOTOBNIEHUA, CPOK MOUHOCTH,MAHHITYJISUMONHBIC 3HAKH, YCIOBHS XpaHeHMs,
PErHCTPAIMOHHLIE HOMEDP H IITPUXOBOK KON, HOMEp Cepuu
(nervtpe nocneuine
wippei 0603HAHAIOT
MecH1L M roj
H3rOTOBNEHHA),
CPOK FOJIHOCTH.

2) Bropuinas
YIAKOBKA
JEKAPCTBEHHOT
0 npenapara.

Ha natke:

HaAMMCHOBAHHUC

TP UTPHSA THS-

HPOH3IBOJIATENH, €ro

TOBAPHBLIH 3HAK,

HOPHAHYCCKUIT

NOYTOBLI apec,

AIPEC MECKTPOHHOH

IO Tl

Tenedon/taxce,

TOProBoe

HAMMCHOBAHHC

npenapara

(cosnaper ¢

MEXLYHAPOIHBIM

HETIATeHTOBAHHBIM

AAHMCHOBAHHCM ),

TEKAPCTREHHAA

thopma,

KOHUCHTPALMA,

cocrap na 1 mn,

obnem mi,

KOJIHYIECTRO

Gy rinox,

«CrepitbHo»,

cnocoh BBe/CHA,

YCJIOBHA OTTIYCKA,

«ITpumensTs no

HASHAYMCHHIO

Bpayan, «XpayuTs B

HCAOCTYTIIOM JLns

aereii Mecren,

YCHOBHA XPAHEHUA,

HOMEP CepUn

(wermpe nocnemne

i per 06o3HadaoT

MECHI] ¥ roJl

HIrOTOBACHHS),

CPOX IOJIHOCTH,

papmakoy,

PErHCTPAUHOHNBIH

HOMCD H

HITPHXOBOH KO,

HAHECEHBI CPeacTBa

HaeHTADHKAH,

16 |Ycnopus xpaHeHus BB 3ammAWEeHHOM 0T CBOTA MECTE NIPH Temneparype He Beime 25 °C. He 3amopakuBars.
e e
17 |MaTta oxon4anus cpoka mnnoc-r:w 3 rom e

|o1.2025

i

Hara, ®.1.0. » noanuck ors rm PEHHOTO 3a Blrect:ﬂinmc pesynurars 24.02.2022 ‘7< / __Bopue EA.  /
Ilara [Tomics D.HO.

Kulh%ﬂ% P Jo 51 u{i unysuit 2 mr/mit B 6yteuikax 100 mn B ynakoske Nel
3" s.epun 010122 u;()merunyw rpeGoranusam JITT-003736-211117, uzm. Nel
T gﬁéngr‘f E.A.

] [laartiics, O.H.0.

Saxnouenne: xaudecTno "M
MayKa KapToH

Hauaasnuk OKK

s

Jara 24.02.2022
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S nodmeepHCOU, MO NPUGCOCHII GHUE UHOpMAtUS AGIACMCR docmoseproit u mounoil. Ima npodyKyus buuta npousgeoena
(Grmouan _ymmomc_v/uapmqmmqy) ¢ coomuememeuu ¢ mpebosanusmu GMP, nposeden KORMpPods KAUCCHGa N GUMEYKAZANHOM
VudemKe g coomeemement ¢ mpetosausan GMP, a makyce COOMBEMCMEYEN CHERIIIKAUAM U HPOUBGCORHA 6 COOMBEMCIHEUY ¢
pesucmpayuoniEmM  0oche.  Janucu no HPOWEOOCIAY,  VIIKOBKE U dNQIMSY  RPOGEPERD U VCMAHOGREHo UX COOMBEMcmene
mpebocarusing GMP.

Jlata nojmAcanys 24.02.2022 - - /ﬁ/f
" l'ancitma E.A.

VHoAHOMOMEHHOE JTHIO

nommes, O.H.0.
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