0AQ JJAJIBXHMPAPM»

Haumenopanne npenapara no HJ{

INNACIHOPT Ne_41/421-21_

Homep cepun (naprin)

Tonen no

Obutee koasvecTo cTpanuu 2
crpannua 1

HanHﬂ XJIOPH] pacrBopaTenn ANs

NPHIOTOBJICHNA JekapeTRennsix gopm ans nubexnnii 0,9%-5ma Nel0

410221

02 26

Koaunuectso npoayKuuu B CepHH
(Kr, wT, ¥ T.A.)
Hara npoussoacraa

AHAAH3 BBINO/JIHEH KO

8 857 yn.

0221

JIC-002680 — 281117, nam. Nel, ' XIV

(nanmenosanue u Homep HI)

KauecTso npenapata rapaHTHpOBAHO B TeYeHMHE CPOKA FOAHOCTH TPH coBMONCHHH YCTOBMH XPAHEHHA B COOTBETCTBHH C
npennucaHiem B HepackpuITol oprrHHANLHON ynakoske,

Hsumn&nnne

Ne H/I na meToanb! nenbi- PeayabraTs!
n/n nokasateneit Tpebonanns HA . TAHRH HCNLITAHUM
1. | Onucanne Mpospaunan GecuperHas JIC-002680-281117 Mpoapaunas Gec-
MHAKOCTH UBETHAS KHO-
KOCTh
2. | NoantuHHOCTS Kauectnennsie peaxtmy (2) owcrﬁ !;l;(l},m - MoaTsepkaeHsl
3. | Npoapaunocts Jit # GLITL NPOIPAHLIM OQCI";D; !:I(l"i},m ” IMpo3paunsiit
o e Homxen Gur Secusernsit | o001 o006 15 S
: I'e X111,
5. |pH 50-7,0 0®C.1.2.1.0004.15 5,87
NOTEHIHOMETPHYECKHA
abl b s s 8,6 — 9,4 Mr/mn JIC-002680-281117 8,9 Mr/ma
1. R JonkeH BRIACPKHBATE re X1y, Crepum.au
CrpBIMT MCHBITAHNS O0®C.1.2.4.0003.15 an, Ne 435
8. | BakTepuanbHble o X1y, Menee /04 Edmn
SHROTOKCHAM i Sovtee ;5 B 0®C.12.4.000615 | an 2o 285
9. | M3pnexaemniit 06bEM He menee 5,0 ma mcf';b 422:"“3.1 5 5,0 mn
XUMHK-BHATHTHK Edpemora 4#4’/ .
(bamuausn) 610.[!!!!“) (nara)
/‘GNIBHHK muKpolnoo- Lychiona T M_mu
ruveckolt naGoparopun (pammuus) (moanwuck) (nava)




M | Hanmenosanue H/I Ha meTons!

1 | mennswenmuil Tpeborannus HJI el Pe3ynbTaTe! uensrranuii

10. | Buanmsie mexa- | He Goace 9 u3 315 mryx amnya wan T XIil

HHYECKHE ue Gonee 23 w3 630 mryx amnya Y 2318
| mxaouenus 0®C.1.4.2.0005.15
Heauanmsie me- Ir'e XIii,
“acTiit 2 10 mim - ne Goace 6000/amn, 3d/amn
XAHHUECKHE < O®C.1.4.2.0006.15 -
BICTIOHEHHS HacTHi 2 25 mxw - we Gonee 600/aMn. O/amn.

11 ¥nakoexa o § ma 8 amaynst ™n B nelitpansnoro I1o § mn » amnyasr Tan LT nefrpans.
erexan wm  an I nefrpansuoro JIC-002680- 281117 | Horo crekaa ¢ Touxo mannoma. flo 10
crewan, Io 10 amnya smecre ¢ nucTpyk- AMNYN BMeCTe ¢ MHETpYKumelt no npu-
Uueh N0 nNpHMEHEHNIO W HOXOM ANR Meuennio 8 xopolxe Kapronmoll. Ko-
BCKPLITHE AMOYA MAH cXApHHKATOPOM pobxa oKkAactHA ITHKETKOH-
AMNYIbHLIM B KOpoOKY KapToHHYW. Ko- Ganaepoasio.
pobixy OKACHBAIOT ITHKETKOH-

Ganaeponsio,

Tpr nenoabIOBAHHN AMNYA © TOMKAMMN
HALIOMA MK KOALUAMM CKApHOHKATOD
AMDYNbHBII WAH HOX QTR BOKPRITHN
AMILY! AONYCKACTCR He bBATE.

12. Mapxuposxa Ha amnyne: Toprosoe nanmenonanne fex. Ha amnyae: roprosoe mammenomaume
npenapara, KOHUENTPAUKI0, ofueM npe- JIC-002680-281117 | -1€X. npenapata, KoHUeHTPALAS, 06Lem
MADATR B MJI, HOMED CEPMM, CPOK FOANO- MPENAPATA B M, HOMED cepun, CPOK
CTH. FOAHOCTH,
Ha yrnkerxe-Bannepoan: manmenopanne Ha ruxerxe-6anaeponn: Haumenosa-
NPEANPHATHA-HITOTOBKTENS W €ro TOBAP- HHE NPEANPHATHA-HITOTOBHTEAR W €ro
MBI IHAK, CTPAHY NPOHIBROACTBA, AAPEC H TOBADHBIN IMAK, CTPANA NpONIBOACTRA,
Tenedon/dare MPeANpPHATHS- anpec w Tenedon/daxe npeanpUaTH-
HITOTOBMTENR, TOProBOe HANMEHOBAHME MITOTORUTENR, TOPrOBOE HAHMEHOBANME
NEK.NPENAPATA, FPYNUHPOBOTHOE HAKME- AeKNPERAPATA, rpynnuposotnoe
Hosanme, Jex. Gopmy, KOHUSHTPALMIO, HAHMCHORARHE, JeK. GOPMA, KOMLEH-
©OCTAB, 06LEM NpenapaTa B MA, KOARuE- TPAUHAR, cOCTAR, 00LEM Npenapata B M,
CTBO AMMYA B ynakoske, «CTepHIBHON, KOJIHYECTBO aMAyn B ynaxoske, «Cre-
«XpauKTL B HejocTYRHOM AW AeTedt PHABHO», «XPANHTS § HEAOCTYNHOM ATR
MECTEN, VCAOBHA XDPAHEHMSN, YCIOBHA AeTel MecTen, YCAOBHA XPRHENHHR, YCA0-
OTNYCKA,  perHcTpAUMONHBIE  HOMep, BHR OTNYCKA, perncTpaUnOHHBIN HOMED,
wrpHxonoll kon, «Cnocol npumenenus: WTpuxonofl KoA, KOHTPOABHBIL Haen-
CMOTPH HHCTPYKUHIO NO MEAHUMHCKOMY THOHKALNONHBIA 3NAK, HOMEp cepun,
NPHMENENHION, epox roanocT, «Cnocod npumenenua;
Jonyckaerca HoMep CEPHM M CPOK TOANO- CMOTPH MHCTPYKIUMIO 10 MEAHLINNCKOMY
CTH HAHOCHTL MA BTOpMMHYIO (moTpebu- UPHMEHEHHION,
TEALEKYI0) YNAKORKY B BHAE PEIbePHBIX
OTTHCKOB H/IH METOI0M NEYATH,
Tpr HeoOXOAMMOCTH HAROCATCA CpeacTBa
HACHTHGHKALKN (KOHTPOILHBIA RACHTH-
$uraunonnbit amax).

13, Xpanenue B 3aitnuienom oT CBETA MecTe MPH TeMNEPATYpE He Bbillle 25°C,

Kontpoasusiit mactep

(darvinann)

(foznmnce)

«lls 02 2021r
(aaTa)

3axmoyenne OKK: «HaTphs xnopua pacTeopurens An8 NPUTOTORNCHNS NeKAPCTBEHHBIX thopm

anst uabexuuit 0,9% « 5 ma Ne 10» cepun 410221 coorsercrhyer TpeSopanusm

JIC-002680-281117, uam. Nal; T'® XIV
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®01-COII-2300-157/01-19

PA3SPELIEHHE HA BBIITYCK
JEKAPCTBEHHOI'O CPEJCTBA B OBPAIIIEHUE
Ne 680/21

’ Toprosoe HaumMeHoBaHHe JIeKAPCTBEHHO-
0 Cpe/IcTBa, JeKapcTBeHHAn hopma, 10-
3HpPOBKA, hopMa BIYCKA

Hampus xnopud, pacmeopumens drs npuzomosienus nexap-
cmaennbix Gopm ons unvexyuii 0,9% 5 ma, amnynsi (10), xo-
pobku xapmonnsie

Mexaynapognoe HENATEHTOBAHHOE Hampus xnopud
HAHMeHOBaHHe (FPYNNHPOBOMHOE Wi

XUMHYECKoe)

Homep cepun 410221

O0bem cepun 8857 yn.

JlaTa npon3aBoacTRA 02,2021

Cpox roaHocTH Toden do 02.2026
HoMmep perncTpaumoHHOro yaocTosepe- JIC-002680 om 26.12.2011
HHS H JaTa pErHCTPANHH Hama samenw 28.11,.2017

Hanmenosanue u aapec xep:kares (Bjaa-
Aenblia) PErHCTPALHOHHOIO Y0CTOBEpe-
HHs

Omxpeimoe akyuonepioe obwecmao
«JAJIBXHM®PAPM» (OAQ « JATTBXHM®PAP M),
Poccun, 680001, Xabaposcxuii kpail, 2. Xabapoack,

yn. Tawkenmexas, 22

Homep ROpMATHBHOM JOKYMEHTAIMH

JIC-002680-281117,
usm, Ne 1

Ipousseneno,
ajipec NpoU3BOACTBEHHOM MIomAanKu

Omxpeimoe akyuoneproe obujecmso
TATIBXHM®APM» (OAO «IATTLXHM®DAPMs),
680001, Xabapoeckuii kpat, &, Xabaposck,
ya. Tawxenmexasn, 22

Yunakosano,
ajipec NPOH3BOACTBEHHOM MI0MAaRKH

Omkpeimoe axyuonepnoe obuecmeo
«TASTEXHMPAP My (OAQ «JATTBXHM®DAPM)),
680001, Xabaposcxuit kpaii, 2. Xabaposck,
yn. Tawxenmeran, 22

Boimyckalomuit KOHTPOIb KAYECTBA,
a/Ipec NPOH3BOACTBEHHOM NIOMANKH

Omxpeimoe axyuoneproe obujecmso
«JATTBXHM®DAP My (OAO « JAJIBXHMBAPM>»),
680001, Xabaposcxuii kpatl, 2. Xabapoack,
yn. Tawxenmeran, 22

Homep nacnopra, JaTa BhIAAYH

Ne 41/421-21 om 25.02.2021

JInuensusn na OCYIIECTB/ICHHE NPOH3BO/~
CTBA JIEKADCTBEHHLIX CPEACTB

Ne 00077-JIC om 19 cenmabpa 2019 200a

Cepruduxarst

cepmugbuxams: coOmEemMCcMaus cucmembt MENEONCMERmMa Kavecmea
8 CHCTEME CEPTHOHKALIHH PYCCKOI'O PEFHCTPA

Me 19.2176.026, 19.2176.026/1, cpok deticmgun do 15.11.2022 2.;
cepmuchuxam coomaemcmeus ¢ Cucmeme dobposonsroil cepmughu-
xayuu cucmem menedsemenma «CEPT-OCMy AO «BHHHC»

M OCM RU.04-C 21-160, cpok deiicmeus 00 29.05.2022 2.

Hacrosiuwum 2 moaTBep#at0, 4TO NpHUBEACHHAS Bhille HHPOPMALIMA ABSETCA JOCTOBEPHOM M TOUHOH.
Hannan cepun nponsseneHa u ynakosana Ha OAO «JAJIbXUM®APM» 1 Ha OCHOBAHHH TOTO, YTO:
¢ CepHs NMpousBeieHa B COOTBETCTBHH ¢ AeiicTBytomumy TpaBunamu Hapnexaiell NPOM3BOACTBEH-
HOM NpAKTHKH, MUEHIHEH HA MPOMIBOJCTBO JIEKADCTBEHHBIX CPEACTE H TPEGOBAHMAMU KOHTPOIA

Ka4yecTna NeKapCTBEHHBIX CPEACTB,

* cepus oTBedaeT TPeGOBAHHAM PErHCTPALMOHHOTO J0CHE;
* MOKYMEHTaLMA MO AaHHON CepHM MpolLia TIPOBEPKY Ha NOJIHOTY M A0CTOBEpHOCTL W Gbina yTeep-
K/IEHA NULAMH, OTBETCTBEHHBIMH 32 NPOMIBOJICTBO M KOHTPO/H KadecTsa
paspewtena K esinycky na meppumopuu Pocculickoti @edepayuu

HeGputopckas T.B. % .02.2021

(@H0)

(nara)




PGEAEPAALHAL CAYXEA 11O My

8 COEPE 2APAROOXPA)

«CBefieHnA 0 BBOJE B rpaxmaHckuin obopoT B Poccuitckoi

CpencTB Mo COCTOAHMIO Ha 25.11.2021 16:21»

denepaymn nekapCcTBEHHbIX

JlaTa BHecenus B Op i:.&w::? Homep Homep, nara
Toprosoe Mponssoaurens CBeJIeHHS 0 CTagHsX Hopmarusnasn BBINYCTHBINAA B
AHC B Crpana CepHH, paspemeHHst
HAHMEHOBaHHe (BBLIIYCKAMIHIA KOHTPOJIb) TNPOH3BOACTBA JOKYMEHTAUMA TPAaKIAHCKHH
Pocsnpasrajpszopa HapTHH na HJIIT
obopor
P NOO1119/01-281011; U3m.
OTKpBITOE AKIHOHEPHOE OTKpHITOE AKIHOHEPHOE Nel k P NOOI119/01-281011;
Harpus xnopun; pactsop obmecTBo ofmecTs Ham. Ne2 k P
4 wHby3un 0.9% 1w, " TiecTRO S5 OAO HITK
19.04.2021 Mp%oo w3), Gyrsoma (1) Hayuno-npou3sBoic TREHHbIM Poccus HayuHo-npon3soic TBeHHBIH NOO1119/01-281011; Ham. "SCKOM" 1410221 -
mﬂu -:E,r.ug — i koHepH "3CKOM" (OAO koHepH "3CKOM" (OAO Ne3 k PN0O01119/01-281011; ’
g e S HITK "3CKOM") HITK "3CKOM"), Poccis Haw. Ned k P
NO01119/01-281011
P N003758/01-190911; Ham.
Nel k P NOO3758/01-190911:
Ham. Ne2 k P
NO003758/01-190911; Ham.
Ne5 k P NO03758/01-190911;
Hatpusa xnopua; pacteop B ) ) ) Mo Jo i £ P s
uncbyuit 0.9% 1 e OTKphITOE aKIHOHEPHOE OTKphITOE aKIHOHEPHOE N003758/01-190911; Ham.
i) o " | obmectBo "®upma obmecteo "®upma Ned k P NO03758/01-190911; OAO "®dupma
25.03.2021 (250 mn), KOHTeHHEPbI - ? Poccus = N ) = 6410221 -
(34), R Kiproae/ Meanommep” (OAO "dupma Mennomimep” (OAO "®upma Ham, Ne6 k P Mennonmumep
i Mennoaumep”) Mennonumep"), Poccus NO03758/01-190911; Mam.
Ne7 k P NOO3758/01-190911;
Ham. Ne8 k P
NO003758/01-190911; Ham.
Ne9 k P NOO3758/01-190911:
Ham. NelOk P
N003758/01-190911
Hatpua xnopun: pacteop
st uncpyauit 0.9% 1 mr. . % = .. JIC-002054-050819; Hsm. Nel [TAO
202 o c 2 =
16.03.2021 (200 mn), GyTeums (1), ITAO "BuocunTes Poccus IMTAO "buocuuTes", Poccus k JIC-002054-050819 — 410221
AUHKKM KapTOHHBIE/ ~




Hartpus xnopua: pactsop
s uncbyauit 0.9% 1 mr.

P N0O03832/01-070219; Ham.
Nel k P N003832/01-070219;

03.202 " N " " o "T'es nl 2
16.03.2021 (250 ), dpnaxorsi (10), 000 "T'ematex Poccus 000 "Temartek", Poccust Homa. Ne2 x P 000 "Tematex 20410221
KOpOOKM KapTomHbie/ ~ N003832/01-070219
P NOO3758/01-190911; Ham.
Nel k P NO0O3758/01-190911;
Ham. Ne2 k P
NO03758/01-190911; Ham.
Ne5 k P NOO3758/01-190911;
Harpua xnopun; pactsop | Otkpeitoe akuuoneproe OTKpHTOE AKLHOHEPHOE Ham. Ne3 & P
15.03.2021 ans mugysuii 0.9% 1 wr. | obwectso "®upma Biiitnn obuectso "®upma NO03758/01-190911; Ham. OAO "dupma 5410221
T (1000 M), KouTeiHepsl Meanommmep" (OAO "dupma Mennomimep” (OAO "®upma Ned k P N0O0O3758/01-190911; Meanonmumep” -
(9), smmkn kapronnsie/ ~ | Meanoaumep") Meanommep”), Poccus Ham. Ne6 k P
NO03758/01-190911; Ham.
Ne7 k P NOO3758/01-19091 1;
Ham. Ne8 x P
N0OO3758/01-190911; Ham.
Ne© k P NOO3758/01-190911
Hatpus
xMMW H%.OO;&.WHM»” Hm. O0bmecTBO ¢ OrpaHHYEHHON O6mecTBo ¢ OrpaHHYeHHO
11.03.2021 p b A Y OTBeTCTBEHHOCTHI0 "['poTekc” Poccust OTBETCTBEHHOCTEIO "['poTekc” JIT-002485-040419 000 "T'porerc” 1410221
U:3% 1 mr. (200wx); (000 "T'potekc”) 000 "T'porekc"), Poce
¢naxonsi (1), nauku e ( po s rocena
KapTOHHbIE/ ~
Harpus xnopua; pacteop P N003832/01-070219; Ham.
nast uucysui 0.9% 1 wr. .. - " " Nel x P N0O0O3832/01-070219; e A
.03. Martek . K oM ( 2
02.03.2021 (500 ), daxonsi (10), 000 "Temarek Poccus 000 "Temarek", Poccua Hant. Ne2 & P 000 "Tematex 10410221
KOpOGKH KapTOHHble/ ~ N003832/01-070219
Harpua xaopun;
PACTBOPHTEb LIS
TMPHTOTOBJICHUS " " ; ; o
26.02.2021 NleKApCTBCHIBIX (hopM OAO "JIAJIEXHM®APM" Poccus | OAQ "AAJILXUMOAPM”. | JIC-002680-281117; Haw. Nel | OAO 410221

s uabeknui 0.9% 1
mT. (5 m), amnynet (10),
KOpOOKH KapTOHHBIE/ ~

Poccus

K JIC-002680-281117

"Manexumcapm”




