’3 Mecto Haxomaenua: 000 «O30H», Poccur, 445351 Camapekan o6, r. HKurynesck, yA. MNecovnas, g. 11

& OZON

MecTa ocyuiectenerma aMueHsupyemon aeatenbiocti: 000 «O3oH», Poccun, 445351 Camapckan 06a., 1. 0. Murynesck, . luryaesck, ya.
MmapocTpoutenei, 4. 6; Camapckan o6a., r.o. Muryneack, r. Murynesck, yn. Tmapoctpoutenen, g. 6, crp. 1; Camapckas oba.,
r.o. ¥urynesck, r. Murynesck, y. Mmapocrpouteneii, a. 6 ctp.2; Camapckan 06, 1.0, Murynesck, r. urynesck, ya.

CARAEAN luapoctpouteneis, 4. 6A; Camapckan 06n., r.o. Muryaesck, r. Murynesck , yn. I napoctpouteneis, 4. 6A, crp. 1; Camapckan
06n., r.0. Hurynesck, r. Murynesck, yn. Tuapoctpouteneii, a. 2 Ten/daxc (84862) 3-41-09
Nuuersua Munncrepcrea MpombiuneHHocTy v Toprosau PO No 00072-11C
Ceptuéukar Kauectsa cepum Ne 2388 ot 02.03.2021
A3UTPOMMUMH, Kancynbl 250 mr
P -] AerapcToeHHaA Gopma, AOIHPOBKS
PeructpauunoHHoe yaoctosepenue JICP-003652/07
Homep cepuu 050221
Jara Hayana npou3soacTsa 03.02.2021
Konnuecrso 181248 ynakosok

AHanu3 BbINONHEH N0 HOPMATUBHOMY AOKYMEHTY

J1ICP-003652/07-170720

MeToa xoHTpOns
HaumeHoBsaHwe nokasarens Pe3ynbTar KOHTpOAA
HopmaTtusHOE 3HaYeHue

Onucanme BuayansHbii Teepabie wenatuHosbie Kancyael NeO. Kopnyc
Teepabie xenatuHosbie Kancynsi NeO. Kopnyc u kpblueuka W KPblLWeYKa Kancynbl enToro, Co Cherka
Kancy/ibl eATOro, CO CABTKA KOPMMHEBBIM OTTEHKOM LBeTa, KOpMYHEBbLIM OTTEHKOM LiBeTa,
Henpo3spayHbie, Henpospayxbie.
Copepmumoe kancyn —nopowok 6enoro uau 6enoro co Coaeprumoe Kancyn — nopouwok 6enoro
CABrKa WeATOBATLIM OTTEHKOM UBeTa, ugera.

NopnuHKOCTL BIMX
Bpems yaep:KMBaHUA OCHOBHOIO NMKA Ha XPOMATOrpamMme
UCNbITYEMOTO PAacTBOPa A0/KHO COOTBETCTBOBATL BPEMEHU Cootsercrayer
YABPHUBAHMA OCHOBHOTO NKa Ha XPOMATOrpamMme pacTsopa
CO asuTpoMuumHa.

PacrsopeHnue BIXKX
Yepes 45 MUH 40MKHO NepeiiTh He mexee 75 % (Q) 101 %
CssH72N304; (a3uTpomuumna).

PojcTeeHHbIe npumecn BIXX
MNpumecs B — ve Gonee 2,0 %. 0,28 %
Mpumecs G — e Gonee 2,0 %. 0,02 %
Mpumecs A —He Gonee 1,0 %. 0,06 %
MNpumecs C ~ He Gonee 1,0 %. He obHapyeHo
Mpumecs E — He Gonee 1,0 %. 0,24%
MNpumecs F - He 6onee 1,0 %. 0,07 %
Mpumect H—He 6Gonee 1,0 %. He cbHapyxeHo
Mpumecs | - He Gonee 1,0 %. He oBHapymeHo
Mpumecs L - He 6onee 1,0 %. 0,11 %
MNpumece M = He Gonee 1,0 %. He o6HapyxeHo
Mprmecs N — He Gonee 1,0 %. 0,17 %
Mpumecs O - He Gonee 1,0 %. He ofnapymero
MNpvmecs P — 1e 6onee 1,0 %. 0,04 %
Cymma npumeceii D u J — He 6onee 2,0 %. 0,06 %
Jioban HempeHTUGUUMpPOBaHHaA Npumecs — He Gonee 0,5 %. He o6napymeHo
Cymma npumecei - ve 6onee 5,0 %. 1,05 %

Boga [P PP, Meroa ®uwepa

i He 6onee 5,5 %. 5,0%

OAaHOPOAHOCTL AO3MPOBAHUA ['® Pd, cnocob 2, secosoit
AV<15,0% 10,1 %

KonudecrsenHoe onpegeneHve BIMX
07 225,0 20 275,0 C3sH7aN20s; (a3uTpomuumHa) mr s 229,5 mr
Kancyne.

MuKpobronoryeckan yucTora ['® PO, 0DC.1.2.4.0002.18

O6uiee YMEN0 aapobHbIX Kateropua 3 A,

MWKPOOPraHusmoBs B 1 r; He Bonee 1000 KOE; <10

0O6usee 4MCNO APONKEBBIX 1

nnecHeseix rpubos B 1T; He Gonee 100 KOE; <10

Escherichiacolig1r. OTCYTCTBME. OTCyTCTBYET

Ynakosxa

Mo 3, 6 Kancyn B KOHTYPHYIO AMEAKOBYIO YNaKOBKY W3 NAEHKM
NOMMBHUHUAXNOPUAHOW 1 GONLIM ANIOMUHUEBOW nNeYaTHOM
NAKMPOBaHHON,

Mo 3, 6, 12, 18, 24, 30, 36, 42, 48, 54 uan 60 Kancyn 8 6aHku
3 noauaTMAeHTepedTanaTa A4 NEKapPCTBEHHLIX CPEACTB UK
MOAUNPONUARHOBbIE ANA NIEKAPCTBEHHDLIX CPEACTB GWPMbI ,
YKYMOPEHHbIE  KPbIKaMW W3  MOAMITUABHA  BbLICOKOrO
A3BNEHWA C KOHTPONEM NEPBOFO BCKPLITUA WAM KPbILWKAMM
NONMMPONMNBHOBLIMK C CUCTEMON «HAKATL-MOBEPHYTLY UK
KPbILWKAMW W3 NONUSTUNIEHE HMBKOTO AABAEHUA C KOHTPONEM
NepBoro BCKPLITUA.

CeobogHoe npocTpaHctBo B8 GaHKe 3anofHAIOT  BaTtoM

Mlo 6 Kancyn B KOMTYPHOI AYeiKosoi
YN3KOBKE M3 NAGHKW NOAMBUHUAXNOPUZAHOIM
M doabrM  ANOMUHUEBOH neyaTHown
NaKUPOBaHHOIA.

1 KOHTYpHaA AYEMKOBaA YNaKoBKa BMECTe C
MHCTPYKLUMEA MO NPUMEHEHUID NOMEWeHa B
HapPTOHHYIO YNaKoBKy (naury).

OdopnmaeHo: Hipkenen no cenTudmkam Afinaena M R
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DPAPMALEBTHKA

Mecte Haxomaenua: 000 «O30H», Poceun, 445351 Camapckan oba., r. ¥uryaesck, yn. Necounas, a. 11
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Mapocrpouteneii, a. 6; Camapckan 06a., r.0. Murynesck, r, ¥urynesck, yn. Muapocrpoutened, 4. 6, crp. 1; Camapckaa o6n.,

r.0. Murynesck, r. urynesck, yn. Tuapoctpouteneid, 4. 6 c1p.2; Camapckan o6a., r.o. Murynesck, r, urynesck, ya.

MmapocrpouTenei, A. 6A; Camapckas o6, r.0. Murynesck, r. Huryaesck , yn. Tnapocrpontenei, o. 6A, crp. 1; Camapcxas

06a., r.o. Wurynesck, r. urynesck, ya. lwapoctpouteneii, a.2 ten/dakc (84862) 3-41-09

Juuenana Munmncrepcraa MNpomsiwnerHocTH u Toprosau P@ Ne 00072-1C

MEAUUMHCKOW MrpoCKONMYECKON.

Ha BaHKy HAKNBWBAIOT ITMKETKY CAMOKNBALLYIOCA.

OpHy Ganky uam 1, 2, 3, 4,5, 6, 7, 8, 9 unu 10 KOHTYpHbIX
AYEAKOBbIX YNAKOBOK BMECTE C MHCTPYKUMEH NO NPUMEHEHKIO
NOMELLAIOT B KAPTOHHYIO YNaKoBKY (navky).

Mapkuposka

Ha KOHMTYpHOi#t AvelKoBOK ynaxkoeke (6aucTepe) ykasbiBaioT
TOProBoe  HauMeHOBaHMe  /IEKaPCTBEHHOro  npenaparta
(coBnapaeTr ¢ MEMAYHAPOAHLIM  HENATEHTOBaHHbLIM
HaMMEHOBAHWEM), /IeKapCTBEHHYID $OpPMYy, A03NPOBKY,
HaumeHOoBaHue Aepxatena PEerucTpaLnoHHOro
YAOCTOBepeHMA " HaumeHoBaHue npouasoauTena
NeKapCTBEeHHOrO Npenapata, HOMep cepuM (BKAIOHAIOWMAA
MECAL, M o4 NPOM3BOACTEA), AATY UCTEYEHMA CPOKA FOAHOCTH
(mecay v roa).

Ha 3tukeTke 6GaHKWM yKa3LIBAKOT TOProBOE HaUMMEHOBaHWE
NeKapcTBeHHOro npenapata (COBNAAaeT ¢ MEeWAYHaPOAHbLIM
HEMNAaTeHTOBAHHLIM  HAMMEHOBaHWeM),  NIeKBPCTBEHHYIO
dopmy, A03MPOBKY, KOAMYECTBO Kancyn B BaHke, cnocof
npumeHeHun: «[na npuema BHYTPb», HauMeHOBaHWe
Aepwarens PEruCTPaLMOHHOTO yAOCTOBEpEHUA "
HaUMEHOBAaHWe NPOWSBOAMTENA NIEKAPCTBEHHOMO npenapara,
NOroTMN  Npou3BOAWTeNA,  Gapm-Koa, HOMEp  CcepuM
(BKAKOYBIOLWKA MECAL, ¥ rOA NPOM3BOACTBA), AaTy UCTEHEHMUA
Cpoka  rogHocTM  (ropeH  4o:  MecAW M rog),
«AHTHBaKTepHanbHOe CPeACTBO»,

Ha «kapToWHOi ynakoske (nauyke) ykasel8alT Toprosoe
HauMeHOBaHWe sieKapcTBeHHOro npenaparta (coBnagaer ¢
MENAYHAPOAHLIM  HEN3TeHTOBAHHLIM  HaWMEHOBaHWeM),
HaumMeHoBaHue Aaepxarena PErUCTPaLMOHHOro
YAOCTOBEPEHUA (coBnagaer c HaUMEHOBAHWEM
NPOM3BOAWTENR), 3ApPeC /ePMATeNd PEerucTPauUOHHOrD
yaocTosepenus (cosnagaer ¢ agpecom npov3soamrens)
(ctpana, obnacte, ropoa), SNEKTPOHHBLIA agpec u CaiT
NPOM3BOAWTENRA,  NIEKapCTBEHHYIO  GOpMY,  A03VPOBKY,
KOAWYECTBO Kancyn B8 ynakoske, vHbopmaumio o coctase
NERapCTBEHHOrO npenapata (HauMeHoBaHWe AeRCTBYIOWEro
BEUeCTBa M €ro KO/MYECTBO, MepeYyeHb BCNOMOraTeabHbIX
BEWEeCT8), HOMEp cepuu (BRAKMAIOWMIA Mecsy W rog
NpOM3BOACTBA), A3TY MCTEYEHWA CPOKA rogHOCTH (rogeH Ao:
MECAL, W TOA), YCNOBUA XpaHeHWA, cnocob npumeHeHuna: «4ns
npuema BHYTPbLY, ycnoBsua OTNyCKa, Homep
PErMCTPaUMOHHOrO YA0CTOBEPEHMA, IOTOTUN NPOM3BOAUTENS,
$apm-koA, WTPMXOBOA KOA, ABYMEPHbIA WTPUXOBOM KOA C
NONKOA WMAM  YacTWMHOM  pacwudposkoi  WMHbOpMaLmK,
CoAepHaleiica B ABYMEPHOM LITPMXOBOM Koae uau Ges
Hero, «CMOTPU MHCTPYKUMIO MO MNPUMEHEHWIO  (AMCTOK-
BKNAAbIW)», «He NPUMEHATL NO MUCTEYEHUM CPOKA FOAHOCTUY,
«XpaHuTs B HEZOCTYNHOM  Ana  peTeit  mecte»,
«AHTUBAKTEpUANLHOE CPeACTBOY.

JononHutensHo  Ha  KAapTOHHOW  ynakoske  (nauke)
AyONvpyercA TOProBoe HaWMEHOB3aHWE W A03WMPOBKa C
ucnons3osaHuem wpudTta Bpaiina.

Ha  KOHTYpHOW  A4eWKOBOWM  YynNakoBKe

(6aucTepe) YKa3aHo: Toprosoe
HaMMEHOBaHWE NeKapCTBeHHOro npenapara
(coenagaer c MEHAYHaPOAHbIM
HeNaTeHTOBaHHbIM HauMeHOBaHuem),
NEKapPCTBEHHSA dopma, F03MPOBKa,
HaUMEHOBaHWE AepKarens
PErMCTPaLMOHHOTO  YAOCTOBEPEHMA [
HauMeHoBaHue npov3sogurens

NEKapcTBEHHOTO MNpenapara, HOMep cepuu
(BKNIONAIOWMI MecAL, U rof NPOM3BOACTBA),
[aTa UCTRYEHUA CPOKa FOAHOCTM (Mecsy W
roa).

Ha KapToHHOW ynakoexe (nauke) ykasawo:
TOProBOe HaWMEHOBaHWE /IeKapCTBEHHOro
npenapara {cOBNagaeT ¢ MEXAYHAPOAHLIM

HENaTeHTOBaHHbIM HauMeHoBaHWem),
HauMEHOBaHKWe AepwaTens
PErucTPaLMOHHOrO YAOCTOBEPEHWA
(conagaer c HaumeHoBaHWem
npoussoauTeNs), aapec Aepwarens
PEruCTPaLUMOHHOro YAOCTOBEPEHWA

(coBnagaer ¢ agpecom npPoOM3BOAWTENS)
(ctpana, o6nactb, ropoa), 2NEKTPOHHbLIHA
aapec 7] canT NPOM3BOAUTENA,
NeKapcTBeHHan dopma, AO3UPOBKa,
KOMWYECTBO Kancyn B YNakoBke, MHOOPMALMA
O COoCTase /IeKapCTBEHHOro npenapara
(HammeHoBaHWE NENCTBYIOWErD BELECTBa W
€ro KOAM4ecTBo, NepeyeHb BCNoMOraTenbHbIX
BEWECTB), HOMep cepuu (BRKAOYAOULMIA
MeCAW U rof NpOU3BOACTEA), A3Ta UCTEYEHWA
CpoKa rogHocTu (roges Ao: mecay W roa),
YCNOBMA XpaHeHus, cnocob npumeHeHua:
«lna npuema BHYTPL», YCNOBMA OTNYCKa,
HOMEP PEerucTPauMOHHOTO YAOCTOBEPEHUA,
norotun nNpoM3BOAUTENA, hapm-Kop,
WTPUXOBOI KOA, ABYMEPHLIH LTPUXOBOH KOA
€ 4acTMMHOM pacwudposkoit uHPOPMaELMK,
COMBPHALLEHCA B8 ABYMEPHOM LUTPUXOBOM
Koge nam Ges Hero, «CMOTPK MHCTRYRUMIO NO
npumeHeHuo  (nucTok-eknageiw)»,  «He
MPUMEHATL MO UCTEYEHUM CPOKA rOAHOCTMY,
«XpaHuTL B HEAOCTYNHOM ANA AETEd MecTen,
«AHTUOaKTEPHANBHOR CPeACTBOY.

[loNONHMTENLHO HA KApTOHHOW YNaKoOBKe
(nauxe) npoaybauposano Toprosoe
HaUMEHOBaHWe 7 A03MPOBKa c
ucnonblosanuem wpndra bpanna,

Cpok rogHocTv

4ropa

lopeH ao 01/2025

XpaHeHue

B 33LUMLIEHHOM OT CBETA MECTE NpHM TemnepaTtype He Bbiwe 25 °C.

3aknioueHue: cc_ngrﬂcmgeﬂ He cooTeeTcTayeT Tpebosanuam NICP-003652/07-170720

(Heobxoaumoe noavepKHyTs)

HayanbHuk OKK =~/ KupununHa N.9. %< xa ) .

Odopmnero: Hiskesen no centudmkanuu Afinaera M R

Crnanuna 7 wa 2
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