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PA3PELUEHUE N2 01295/22

Ha BBOA B rpaaanckui o6opot B Poceuitckoi DeAepaunm cepun NeKapCTEEHHOrO npenapara

yNaKoBKa, KoNUYeCTBO NepsuYHOI YnakosKu B
noTpeduTeNnbekoi ynakoake, KOMRNEKTHOCTE)

Toprosge HawMeHoBaHwe npenapara Naktynosa
MexayHapoaHoe HenateHToRanHe:, Unu

PYNNUPOBOYHOR, UK XMMWYECKOE HaUMEHOBaHWe Nakrynoaa
llexapcTeenHan opma cupon
Hosuposka 667 mrimn
Dopma BbINYCKa (KONMYECTBO neKapcreeHHON 500 mn,
thopMLI B NepeuyHOMN ynakoske, nepswdHan ®nakoH (1),

Nauky KapToHHble/
B KOMNNEKTE C MepHLIM CTAKaHYKKOM

Homep cepuu 530422
Konudectso 449 yn.
DNata nponssopctea 02.04.2022
rogeH po 02.04.2025

HaumeHosaHue u aapec npowssofurens {c
yKa3aHnem cTaauii nponssoacTea)

AkUnoHepHoe oblyecTso "ABBA PYC"
(AO "ABBA PYC"), Poccusi
610044, Kuposackas obn., r. Kupos,
yn. llyranckan, a. 53A
(Bce cragum nponasoactaa)

Homep 1 AaTa pervcTpauronHoro yaocToseperus

JIN-Ne(000146)-(PI-RU) ot 26.02.2021

Homep HopmaTieHol ACKYMEHTaL MU

J1I1-Ne(000146)-(Pr-RU)-260221

HaumerosaHue u agpec gepxarens
PEruCTPaUNOHHOrS YaoCcTOBEpEHNS

AkunoHepHoe ofwecteo "ABBA PYC"
(AO "ABBA PYC"), Poccus
121614, r. Mockea,
yn. Kpsinarekue Xonmsl, 4. 30, xopn. 9

HaHHan cepua nekapcTeenHoro rpenapara npou3seAeHa 1 NposepeHa B COOTBETCTBUM C NLEHaueR Ha
NPOU3BOACTBO neKapcTBeHHbIX cpedcTs Ne 00200-NC or 18 mapra 2022 r., c TpeGosaHWAMU
PErMCTPaLMOHHOTO AOCHE Ha NEKapeTBEeHHLIHR npenapar, TpebosaHuamy [lpaeun Hapnexalen
NPOUIBOACTBEHHON NpakTMkM EBpasuitckoro sKOHOMUYeckoro Coio3a, a Talke MHbIMW TpeSosaHuaMu,
YCTAHOBNEHHEIMU HOPMATWBHbIMU NPaBOBLIMKM AKTaMKU Poccuiickoit degepauun, nepea ee BBOAOM B

rpaxaaHckuii obopar.
K BBOAOY B TPAKOAHCKUIA OBOPOT PA3PELLEHO n!/,ﬂa a Her

Paspelwerue aeficteutensHo 40

YnonHoMmougHHoe nuyo B aBnéea .
AD «ABBA PYCs O.B.XKypasnéa VAP 72D
UVHuQuans!, hamunug dama
Npukas MuHagpasa Poccwv o atTectaumm ynontomouesHoro nuua AQ «ABRE (7169 om 05.03.2021 2



AO «ABBA PYC»

CmpaHuya
Tus2

®05-CTN-KK-008

610044, KnpoBckasi o6nacrs, r. Kupoe, Ny

Kuposckuii chunuan AQO «ABBA PYCy

rarckan 53A, ren, (8332) 25-11-22,

e-mail: zhuravieva@kirov.avva-rus.ru
NMACIOPT Ne 1770722

Havmerosanwe npoaykumu: Nakrynoaa cupon 667 mr/mn
Homep cepun: 530422 i
Konuuecrso: 458 notpeburensckix ynakosok Ne 1 no 500 mn
Aata npoussogcrea npogykumm: 02.04,2022
PervcTpaumoHHoe ygocrosepenve Ne JIN-N2(000146)-(Pr-RU) ot 26.02.2021
WensiTanusa nposegeHs! Ha cooTeeTeTaMe TpeGosaHuam JIM-N2(000146)-(PI-RU)-260221

Na HawMeHoDal1e noxasatens TpoGonanva PesynuTar wcnbimaHua

nin .

1 OnueaHuve Mpospaukan eaAskaR MMARKOCTL OT GecupotHoro ao | Mpeapaynan  enakan HUAKOLTL  menyoro o
HENTOMD ¢ KOPUMHEBATHIM  OTTenxOM  UpoTa, Mo | KopuuHesaTolM OTTEHKOM uoata., {lo enewwHemy
BHCLWMAMY BHAY AOM#HbI COOTBETCTBODATE P Pd, | mugy cooTBETCTBYNT ['® PP, QOdC.1.4.1.0012.15
0%C.1.4.1.0012.15 «Cuponsin, «Cupenss,

2 MoBNUHHOCTE BOXX, Bpema yACDNMDAHWA OQCHOBHOIO AMK3 Ha MNoatoapxgexa
XPOMETOIPAMME  MCAILITYEMOTO  PAcTBOpA  ACHXHO
CODTESTGTADBATL DPEMEHM YAEBPHMDAHMA OGEHOBHOIO
MKa HA XpOMATOTRAMME pDACTBOPA CTAKABPTHOrO
oBpaaya nakTynosol.
Kauacreewwan  peskuwst ¢ MefHo-TapTpatHaiM | MoaToepwaeHa
Poartusom. OBpa3ceanue KpacHoro ocaaka,

3 pH 071308070 3,8

4 NAOTHOCTS, riom® 071,30 a0 1,38 1,33

5 Wapnerxaevui ofrem B cooveercremn ¢ TpeBoBaHwRmm D P&, | 500 mn
0DC.1.4.2.0002.18 «iizenekaembiii oBuomy,
OGbeM  copepwuMOre, NONYJEHHOTO M3 oaHoro | CooTeeTcrayeT
(PRoKoHa, ACNXEH COCTABNATE He mexee 100 % oT
0DLEMS, YRaIBHHOIO Ha HTUKATHE,

6 PoptTeeNHbE nprMeck, Y% lanakroaa — ne Gonee 15,0; 11,0
3Anunakroaa - ve Gonee 10,0; 3.1
Jlakroda — ue Gonee 10,0; 7.5
Tararosa — ue Sonee 4,0; 0.5
$pyx103a — He Gonee 1,0; He obHapyxeno
{4£)-3-peokcunent-2-ynodiypanoaa - He Goneso 4,0; 9
Mpumecy G - Ho Gonoa 1,5; 04
Mpumeck H — e Gonea 1,5 1,1
EanHnudan  HewaonTubuUMpOBaHHAR npumech -
He Gonee 0,5; He ctrapyweno
Cymma npumeceii, anoupyembix nocne npumecd H ~
He Gonee 1,3; 0,0
Cymma npuMecelt (33 UCKNIOHOHUAM NUKOE FranaxTOIbI 1
nakroawl) — He Gonea 12,0, 8,0

7 Muxpobvonom4ockan uncTora B cooteeTCIEMM € TpeGosgnmamuM D P®, | Coorsercreyer Kateropii oA
Q®C.1.2.4.0002.18, Karerapus 3A:
Otuiee Ykeno a2poBiikx MUKPODDraHUIMOB — obijaa Yneno aapobHLIX MAKPOOPIaHUIMOR —
He Gonee 10° KOE a 1 r; MeHee 1081,
OBLLCo YUEND APOXOKERLIK Y MIECHEELIX rputon — ofulee YMCNO APONOKEDLIX W NNACHEBKIX rPMG0E —
Ho Gonsa 10'KOE s 1 Mexee 10811
Otcyrerave Escherichiacolin 1T, Escherichia coll oteyverayera 1 r.

8 KonkuacteoHHos onpeaenekins

naxrynoab! GysHzzO0yy, MmN 07633 a0 700 855

) ¥Ynakoska Mo 100 mm, 200 mn, 500 MmN unu 1000 Mn cupona B0 | 1o 500 MA CUpONa BO ¢hHNakoHbl M3 NONMATHNGHA

NaKaHbI U3 RONNATUNEHA BLICOKONH NNBTHOOTY, ®NakoH | Bbicoko MMOTHOCTH,  DNEKOHbI  YKYNOPOHLI

YRYNOPMBAETCA KONNAYKOM M3 NOMMITUNOHA © KONELIOM
KOHTPONA NBpHOra BSKPLITHA,

MoBepx konnauka HagesaeTss NpPO3IpauHb  MEPHII
CTaxaHuvK 113 NONWATUNEHA BbICOKOWN NTOTHOCTH,

Ha chnakok HanenBaioT STUKETKY CaMOKBRLLYIOES,
Kaxapid  thRakoH BMECTe € WHETPYKUMEli  no
NPUMEHEHWID NOMEWAIOT B MaYky M3 KapToHa ANA
noTpetUTANLEKON Taphl,

KONMNaykoM W1 NONMaTtuhneHa o KONLLOM KOHTpONA
NepBoro BEKPBITHA.

[osepx konnayka Hager npoapauHbii MepHbIi
CTaKaHYMK U3 NONHATHUARHA BLICOYON NNOTHAGTI,
Ha cnakoH HaknceHa aTukeTka CAMOXNBALIARTH,
Ka¥abii cnakon Bmecte ¢ mHoTpykuded no
NpUMoHEHAD NoMeIdeH B Nayky w3 KapToHa ANA
NOTPRGATEALCKOA Tapbl,




AO «<ABBA PYC»

Cmparuua

2us?

Na HaumoHopaHua noxalatens Tpebosanun PE3ynbTar MoNLITEHKA

n/n

10 Maprypoaka He arukerke thnakoHa yKAILIBAIOT: Ma aTuxaTKa hNakoHa yKkaszaHe:
HB3BEHKE NPEANPHATHUA-NPONIBRANTENS, ero | Haamauua  NPELNPUATHA-NPOMAROAUTENA,  atd
KoMmepueckoe oGo3Hayenue, CTpany, KOMMepueckoe ofo2Havenve, CTpaHa,
HauMenosaHna npenapara, MeXayHApoAHOE | HAMMBHOBAHWE  NPENapaTa,  MEKLYHEpOAHOE
HENATAHTODAHHOS  HAWMEHOBAIHWO, MOKAPGTOOHHYIO | HENATEHTOBAHHDE HAWMEHOBAHWe, MeKAPCTBEHHAA
opMy, XOUUCHTPAUMIO, HAABAIME W COAEPMaHWe | bopMa, KOHUEHTPAUWS, HA3BAHME W COASPKAHWE

AciAcTByiowero peutectsa B 100 mn, cBuem

NPenapata B OAHOA YNAakOBKE B MURMMAMTPAX, «dAnA
AEYEHWR 3EROROB W NEMEHOUROA 3HUetianonaTuy,
YCRosua XpareHns, «<He 3amMopaxveaTs. s,

¢Xpahith B HEeROCTYNHOM AnA  AGTél  MecTa.n,
«BaGantwBaTh nepes ynoTpebnexsuemln,

«MoAPOTHES YKEZEHWA N0 NPUMEHERMIO W

AQ3VPOBKE CMOTPUTE 8 VHCTPYKLWW.», HOMEP CepuM,
«[OJIEH A0:»,

Ha navke yraasiarkr:

Ha3BaHKe NPEANPHATUA-NPOMIEOANTENA, aro
xoMmepyeckoe — ofo3HBYEHME,  CTpaHY,  BAPEG,
Tonedhohkl,  2NEKTPOHHRR  CaAT,  HaKMEHOBAHWE
npanapara, MOXAYIHApOALI0D HENaTeHTOPaHHoe
HaUMOWOBAalKE, NEKAPCTEEHHYIO dropmy,
KouYoHTpauKio, o5xwem npenaparta 8 ofHoA

ynakoske B MMNNUNMTRAX, HAABAHKE W COAEPMHaHue
AefcTBylowiero Bewectsa B 100 Mn, KOhuyecTsO
PnakoHoe B opHoill  ynakobke, «Moxalanmg K
NPAMEHEHWIO: [nA NEYBHWA 3anopob U NCYCHOYHOM
aHuedbanonatiy,  cloppofHele  ykasawmA  no
TIPMMEHEHWIO M ROINPOBKE CMOTPHTE B

MHGTPYKUMIY, YONOBMA XPAHEHVA,

«He samopanmeats. », «XpaHUTh B HEACCTYNHAOM

AnA  jeted  mecte.s, «BafanTuisate  napep
ynotpebnenuems, yCRooMA oTnycKa, HOMep
PErMCTpaUMOHHOrO  yaocToBepedns, «[Ans  npuema

BIYTPLY, 38BOACKOR KOR YNAKOBKY, WITPYX-KOA,

Ha nauko ykaawipalor:

CPOACTDO  MAEHTUDMKAUMN M MENDESKO-“YMTASMYIO
uichepmauno («GTIN:» - rnoBansHeId
WLeHTUDUKBLMOHHBIA HOMED TORroBOR BAMHKLILI,

«SNi» - vHaMBKAYANEHEIR CeprAHLIA HOMEp TOProBoW
eanHLy, «Copuain, «logcH A0ir) MAKM «Cepusiy u
&fDaeH AC!».

AeicTeyowero esewectea B 100 MR, obbeM
NPEREPETE B CAHOW YNaKORKE B MUNAUNWTPaX,

aflnA  no4yeHMA  2anopod MW NEYEHOYHOA
aHuedbanonaTiur, YCNOBMA  XpaHoHua, «He
JamopamubaTh.», aXpaHWTb B HEAOCTYMHOM AAA
AeTal MOCTC.», «BaBanTeibaTh nepea
ynotpetneimemls, «loapobHole  yralakua 0o
NPUMBRBHWIO WM A03MPOBKE  CMOTpUTE B

MHCTRYKUMMY, 1lomop cepud, «TOAER J0:m.

Ha nauke yxaaaHb:

Hapanuo  NpeAnpUATMA-NPOWIBOAWTENSR,  ero
Kommepueckoa ofiDIHAYOHKE, CTpaNa, aapec,
TenethoHs!l, JNSKTPOHHLIA CaiRT, HaMMEHOBaHWA
UPEenapars, Mex@yHEPOAHOS HEnaTeHTOBAHRHOS
HEVMEHORAHNE, NEKApCTEEHHAA chopma,
KoHUeHTpauws, o0LeM npenapata a  oAHON
YNAKOBEKE B MUWINWAKTDAX, HAIBAHKE M CORBpXAHKE
AclicToylowero sewectsa B 100 mn, Konvdecteo
$nakotop B ofHOW ynakoske, «lloxazaHun K
NPUMEHEHNIO: [iNA NeMeHVA 3BNOPOE ¥ NaYBHOYHOI
avuedanonatim», [MoapoGHwE ykazakmA no
NMPUMMEHEHMIO ¥ ACINPOBKE  CMOTPMTE @
MIICTPYKLUM», YCTIOBYA XpaHeHwA,

«Ho aamopanvBato.s, ¢XpaHuTs B HEROCTYNHOM
Ana  aoted  mecre.n, «BaBantoisats  nepep
ynotpeONCcHMEM»,  YCNOBMA  OTNyCkda, HOMEp
POrUCTPAUMOHHOO YAQCTOBEpEHMA, «AnA nprema
UHYTPL», 3BOACKOA KOA YNEKOBKY, WTPUX-KOA.

Ha navke ykasaubi:

CPOACTOO WABHTADWMKAUMY W YBNOBEKO-YMTAEMAS
vHopmaunn («GTIN:» - raoGankHLIA
WABHTUMKALWMOHHLIR HOMSP TOprosol eguHuuLy,
«SN:» - uHgueuayanulid  cepuiHblii  Homep
Toprosoi eguikUbl, «Cepusiin, «TOAEH A0in).

11 XpaHeHue

B 3aKIBHHOM OT ceaTa MecTe npy TeMnepaType ot 5 1o 26 °C.

12 CpoK roaHOCTH 3 rona. 3 roaa.
_ Foaen Ao 02.04.2025
3aknoveHue Naxtynosa cupon 667 mrfmn 500 Mn ?pu/ﬁj/s;ao‘;zz o
cooTBeTCTBYET TReboranunm NM-Ne QO,ggﬁ)E(ffPF:RU. .?6{)221
WV NG o\
SamecTuTens HauansHuka OKK: -MuHuna E.A. 29 anpensn 2022
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PEAEPAALHAL CAMHEEA N0 HAAS0PY
PABC I PAHEHMA

B OPEPE 34,

«CBefeHns o BBOAE B rpaxaaHckuii odopoT B Poccuiickoih defgepaumnm NeKapCTBEHHbIX

cpencTB No coctoAHMIo Ha 30.06.2022 17:32»

MayKy KapTOHHbIE/ B
KOMIIIEKTE C MEPHBIM
CTaKaHUUKOM

PYC" (AO "ABBA
PYyC")

(Y nakoBmuK/(hacoBUIMK (B MEPBHUYHYIO
YIAKOBKY)); AKIMOHEPHOE OBMECTBO
"ABBA PYC" (AO "ABBA PYC"),
Poccus (Y nakoBumuk/acoBmumk
(BTOpHYHAs/TPETUUHASI YTAKOBKA))

Opranunzanust,
JlaTa BHeceHHs B IIpousBoauTenb Homep Howmep, nata
Toprosoe . BBIITYCTHBIIASI B
AHC (BBINMYCKAOLIHH Crpana CBefleHHs 0 CTaHSIX NMPOH3BOJICTBA HopmaTHBHasi JOKYMeHTAIHs N cepHH, pasperieHHst
HaHMeHOBaHHe IPaKIAHCKHH
Poc3npaBHansopa KOHTPOJIb) napTHH Ha HJIIT
obopor
AximonepHoe obuiectso "ABBA PYC"
(AO "ABBA PYC"), Poccus
JlakTyno3sa; cupon (TTIpoussoautensb (rotooit JID));
667 mr/ma 1 mT. (500 AKILMOHEpHOE AxionepHoe obuiectso "ABBA PYC"
04.05.2022 ), priakorsi (1), obmectso "ABBA | p g | (A0 "ABBA PYCY), Poccus JI-Ne(000146)-(PT-RU)-260221 | AO "ABBA PYC" | 530422
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