JInuensns Ne JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpemenne

Ha BBIIYCK CEPHH JICKapCTBECHHOTO rpenapara B peanmauﬂm

BAPMALIEBTUKA
30.447(04)
Me9570r 18 06 15
| HammeHoBaHNE npenapaTa ATOpBACTATHH
MexayHapoAHOE HeNaTeHTOBAHHO., WK IPYNIIHPOBOYHOE, ArtopsactaTH

WIH XHMHYBCKOEe HAaHMEHOBaHHE

Jlexapcreennas dopma

TabeTKH, TOKPHITEIE MAEHOUHOH 000MOUKOH

JHo3smuposka 40 mr

Dopma BRIIYCKa TabNeTKH, NOKpHITHE [LIEHOUHON 060I0UKOH, 40 mr
(kouTypHas sueiikosas ynaxkoska) 30 x | (nauka kapToHHaA)

Howmep cepnn 640525

Konugectso 60 876 yrnakoBok

Jara nagana NpoM3BOACTBA 22.05.2025

Cpoxk roaHocts / Tonen 1o

3 roza/ 04/2028

HO?MRTHBH&H AOKYMEHTAIHA

JITI-Ne(006921)-(PT-RU)-180924

CepruthuKaT KaecTsa CepHun

6957 ot 18.06.2023

Hanmenosanne MpoOH3BOAUTENA

000 «O30m»

Anpec npousBoauTend (Boce CTAAMHU NPOM3BOACTEA, BKIIOYAs
BBIMTYCKAIOMMH KOHTPOME KavecTsa)

Camapcxas o6, r.0. Jurynesck, r. Jurynesck,
v M'mapoctpoutenei, o, 6

PeructpaumoHHOe YIOCTOBEPEHHE JIT-Ne(006921)-(PT-RU)
Jlara rocynapcTBeHHOMH PerucTpalny 18.09.2024 r
HanumeHOBaHYe JepKaTe/ls PeruCTPALHOHHOro yaocToBepernd| OO0 «ATtomm
Paspenienue nelcTBHTENBHO 10 04/2028

Kommenrapun

TIpuBeneHHas BLINIC HEGOPMALNIS ARIACTCH JOCTOBEPHON # TOWHOH. CepHs NeKapCTBEHHOO MPEMApATa NpoM3BeeH” (BKICUAN YIIAKOBKY
(MAapKHPOBKY) ¥ KOHTPONbL KAYCCTBA) HA NPOMIBOACTBEHHON IMOMANKE B NONHOM COOTBCTCTBHH ¢ TPEOOBEHMAMM [MUCHINM, ipasun
HaanexKamell NpOusBOACTECHHON IPAKTHKY, PErHCTPAUKOHHOTO A0CEE, 3AMHCH TI0 MPOUIBOACTBY, YNAKOBKE H KOHTPOMIO KEYCCTBA NPOBEPCHS, H

YCTAHOBIEHO HX cooTBeTcTBMe Tpebosanuam [Tpasun namnexamedi NpoX3BOACTEEHHOMN IPAKTHKH.

[TPOAYKLIWA PASPEIIEHA K PEAJIM3ALIAU:
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Mecro HaxomzaeHus: D00 «O3omy, 445351, Camapcxas ofa., . Murynesck, yn, Necounan, 3g. 11

Mecra ocywecTsnenun AnueHsupyemoil aesrensrocr: D00 «Osomn, 445351, Camapexas oba., T. 0, Murynescx, r. Murynesck, ya.

FAPMETYA  ruapoctpoutened, 4, 6; Ten. 479874599991, +79874599992, (84862) 290-00, daxc (34862) 341-09;
TnueHsus Munncrepersa NpoMbiLUIBHHOCTY 1 Toprosau P® Ne N1012-00102-77/00010730
Ceptvidmxar kauecTsa cepum Ne 5957 ot 18.06.2025
AtopBacrartuH, Tabnetku, NoOKpLITbiE NAGHOYHON 060N0UKON 40 mr
Toprosoe 2O nexape Ta, diopma, Aosup:
PerucTpaumontoe yaocrosepenne /IMN-Ne{006921)-{Pr-RU)
Homep cepun 640525
[ava Hauana npoussoacTes 22.05.2025
Konuuecrso 60 876 ynakosok

AHaNU3 BbINOAHEH no HOPMETUBHOMY AOKYMEHTY

NIN-Ne(006921)-(Pr-RU)-180924

HaumeHoBaHme nokasatens Metoa konToons PesyasTar KoHTpONR
HopmartusHOe 3HaveHue
Onucanue W3VanbHbIH
Tabnetuu Hpyrawie ABOAKOBBINYKAbIE, NOKPLITHIE Tabnetky KpyTAbIe ABOAKOBLINYHALIE,
fAeHOUHOK oBoaouko! Benoro uam nout Benoro NOKPbLITHIE NAeHOYHOR 060n0uKol Besoro
useta, Ha usnome agpo Benoro usera. usera. Ha uanome sapo Henoro usera.
NoganukocTs BIWX
Bpema  ynepmuBaHMA  OCHOBHOrG nuka  wa
XPOMETOrpamMme WCTBLITYEMOrD PacTsopa J0/MHO
COOTBETCTBOBATL BPEMEHW  VABDMWBAHUR NUKa Coorsercrayer
STopBacTaTMHa Ha  XpomaTtorpamme  pacTsopa
CTanpapTHoro obpasuz (CO) atopsacrarvna Kansuma
{pasgen «KonuuectserHoe onpenenewmen).
Pacrsopenue P PO, Yd-cne OTOM 5
He menee 75 % (Q) CaaHasFN2Os (aTopsacraTuna) 98 %
4epes 45 MUH OT 3aRB/IEHHOTO COAeDPMaHUA,
PoactseHHbie npumeck BIXX
Twobas eguuusHas HeuaeHTUGUUMpOBaHHas npumMecs
- He Bonee 0,5 %. He oBHapyeHo
Cymma npumecedt - He Gonee 2,0 %. He oBHapywenro
OnHopogHoCcTs 403MpPOBaHUA @ P 1, Yb-cnekTpo eTpus
AV<€15,0% 4,1%
KonuyecrseHHoe onpepeneHue BIXX
07 37,0 po 43,0 mr CasHasFN20s {atopeacratuna) & 40,4 mr

Tabaerke.

Mukpobuonorimyeckas urcrota

@ PP, Kateropua 3 A.

O6uee 4ucno aspobHbix .

MWKDOODIaHU3MOB 8 1r He Gonee 1 - 10° KOE/ r/mn; meHee 1-10'°KOE
Obuiee 4uCA0 ADOHKEBEIX U

nABCHeBbIX rpubos B 1 1; He Bonee 1 - 10°KOE/ r/mn; meree 1-102K0E
Escherichiacolis 1r. oTcyTeTeKe B 1 r/ma, OTCYTCTRYET

Ynakosxa Mo 10, 30 vabnetok ® KOWTYpHyl Aueiikosyio | 30 TabneTor B HOHTYDHOW  smelikoBsoi
YNBKOBRY U3 MAGHKW NONMBUHWAXNOPUAHON, ANGO | YNAaKOBKE U3 NAGHKKM NONMBUHWAXIOPUAHON
TNEHKM ¥ GOAbIM  BNIOMMHMEBOR  nevaTHoM
MOAMBUHMAXAOPUAHOR/ NONMBUHUAMASHRAOPUAHOH | NBKUPOBaHHOM,

1 QONbIY 2NIOMUHKEBOM NEMaTHONR NaKUPOBAHHORN, 1 KOHTYpHaR A4YEeRKOBAA YM2aKOBKa BMecTe ¢
Man no 10, 30 7abnetok B KOHTYPHYIO A4eiikosyio MHCTPYKLMeH no MeAMUMHCKOMY
YNaKOBKY M3 MaTtepuana KoMBMHMPOBEHHOTO Ha | NPUMEHEHMIO {nucTok-Brnagsiw) nomewera
OcHoBe  Qoneru  (TpexchoiHuit  matepwan, B KEPTOHHYIO YNAKOBKY (nayky).
SKAIOUIOWMI  NIOMUHUEBYIO GOABLIY, NABHKY W3

OPHEHTUPOBAHKOIO nonuamMuaa,

NOSMBHHUNXNOPUARYIO  NAeHKY) W dosbru

ANOMUHKEBOH NEMaTHOM NaKMPOBAHHOM,

1,2, 3, 4, 9 unu 10 KOHTYDHbIX AYEHKOBBIX YNaKoBOK

BMECTE  C  MHCTPYKUMEH nC  meauumMHcKomy

NPUMEHEHUIO  (NCTOK-BKNBABIL) nOMEWEKT 8

KAPTOHHYIO yNaKoBry (nauky).

Mapkmposka Ha KoWrypHoit suelixosoii ynakoske (Esucrepe) | Ha KOHTYpHOH — AYEHKOBOWM  ynaxosue
YKasbisaioT TOprosoe HaumeHosaHue | (Baucrepe) YKa3aHo: TOprosoe
AIGKAPCTBEHHOTO  npenapara  (COBNagaeT € | HAaUMEHOBAHME NEKAPCTBEHHOTD npenapara
MEMAYHAPOAHBIM HenateHToBaKHHbiM | (cosnagaer ¢ MEKAYHBPOAHBIM
HaUMEHOBaHHEM), NIEKAPCTBEHHYI0 Gopmy, | HENATEHTOBAHHLIM HaUMEHOBaHUEM),
A03MPOBKY, HaumMeHoBaHue AEPKATENA | NEKEPCTBEHHER dopma, AO3MPOBKa,
PErUCTRaUMOHHOrC YACCTOBEpEHU: M | HauMeHOBaHWE Aepmarens

Odopmneno: ancranosa H.A.

Crpannua: 1132
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GAPMALERTAKA

Mecro Haxomgerus: 000 «D3zom», 445351, Camapexas obn., 1. Murynesck, ya. Mecouxas, 3a. 11
MecTa OCyLIecTBARKKA AnLEH3NpYEMOR pesTentrocT: 000 «Qaous, 445351, Camapcnan 0B, 1. 0. uryaesck, r. Murynesck, ya.
TuppocrpouTenseii, o. 6; Ten, +79874539991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Nuueraus Musucrepersa NpomsiunerHocty u Toprosan PO Ne 1012-00102-77/00010730

HEUMEHOBAHWE MPOU3IBOAWUTENR  ASKAPCTBRHHOID
npenaparta, HOMep Cepuu (BRIOYIOWMI MECAL, M
rof NPOW3BOACTSA), AaTY UCTEYSHIMA CPOKA rOAHOCTH
{mecay 1 rop).

Ha KapTOHHO# ynakoBke (nauke) yxaswigawT
Toprosoe HaumeHDBaHMe NeKapCTBeHHOMD
npenapata  (cosnagaeT € MEXAYHapPOoAHLIM
HEMNATEHTOBAHHbLIM HaUMEHORaHUEM),
HEWMEHOBaHKE  QEDWETENA  PerkCTRaLMOHHOIG

YAOCTOBEpEHMA W HaWMeHOBaHWE NPOW3BOAMTENA
NEKAPCTBEHHOrO npenapara, agpec nNpou3soauTens

AexapcTseHHoro npenapaT@  (ctpaWa, o06nacTh,
ropog) (amm nnowagku 000 «Osow»), agpec
NpoU3BoaMTENR NeRapCTBEHHOo npenapara

(cTpana, o6aacTs, TOPOACKOM OKpYr) (8R NAOWAAKK
000 «Oz0x Papm»), BNEKTPOHHBIA agpec U caiT
NPOV3BOAKTENS, appec Aepwarens
PeruCTpaUMOHHOro YAOCTOBEPEHMA {cTpana),
AEKapcTBeMHYIO $OpMY, AC3MPOBKY, KOAWYeCTSo
tebnetok 8 ynakoeke, vHOOPMauMK O cocrase
NEHAPCTBEHHOTO npenapara (HaumeHoBaHKE
OEACTBYIOWIErD BELWeCTBa U Erg  KOAUHecTso,
nepeyeHb BCNOMOTATEMbHBIX  BEWECTB), HOMED
cepui (BRNOMAIOLWMHA MECRY W o4 NPOU3BOACTEA),
B[AaTY UCTRYEHUA CPOKA rOAHOCTH (rogeH A0: Mecay ¥
TO4), YCAOBMR XpaHeHus, cnocob npumenenus: «Ann
npuema BHYTPLb®, YCNOBMA  OTNyCKa, HOMep
PErUCTPAUNOHHOTO  YAOCTOBEPEHMS, norotun
npoussoauTenn, Gapm-Kog,  WTPUXOBOW  KoA,
ABYMEpHbEA WTPUXOBOW KOZ € MOAHOW  MaM
HACTMMHOM paciiudpoBKoi uHGOpMaumH,
COABPHALLEHCA B ABYMEPHOM LITPUXOBOM KOAE MAM
Be3 Hero, «CMOTPH MHCTPYKLMIO MO MeOuUMHCKOMY
NPUMEHEHUIO (AHCTOK-BKNBABIW)Y, «HE NPUMEHRTH
N0 MCTEYEHMWM CPOKa rOAHOCTHS, «XpaHuTb B
HEJOCTYNHOM ANR AeTelt mecTen,

LONOAHUTENBHO Ha KAPTOHHOR ynaxkoske (nayxe)
AyBAKpyeTCs TOProBoe HaWMEHOBEHME M A03UPOBKa
¢ MCNoNbaosaHuMenm wpudra Bpaias.

DEFUCTPAUMOHHOMD  YAOCTOBEPEHMR M
HavmMeHOoBaHue npowsBoguTENN
NEKSPCTBEHHOMG NPenapara, Homep cepuu
{sraouaiowmin MecaL, 1 rof NPOU3BOACTEE),
ABT3 MCTEYEHMR CPOKA rofHOCTH (mecay M
ron).

Ha KapTOHHOM ynakosKke (nauxe) yxasaHo:
TOPIOBOE HAWMEHOBAHME NeRapCTBEHHORO
npenapata (COBN3QAeT C MEMOYHEPOLHbIM

HEMATEHTOBAHHBIM HaUMEHOBaHWEM),
HaumeHoBaHue aepwarens
PEruCTPaUMOHHONC  YAOCTOBEPEHWMR M
HaUMEHOBaHUe npouIBoAUTeNs
NEKBPCTBEHHOID npenapars, anpec
NPOW3BOAMTENR IEKEPCTBEHHOTO NpenapaTa
(ctpaHa, ofnacTs, ropog), SNEKTPOHHBINA
aapec W caliT  nNpoOW3BOAMTENA, afpec
AEpMaTens PErUCTPaUMOHHOTD
yAOCTOBEpEHWA (CTPaHa), JfeKapCTseHHan

dopma, [O3MPOBKE, KonuuecTso Tabnetok B
YNaKosKe, MHPOPMAEUMA O  CcocTase
NeKapLTEeHHOTO NpenapaTta {HauMeHOBaHue
LEMCTBYIOWErD BRLWeCTBa M 8ro KOAMYECTsO,
nepeyeH  BCNOMOraTenbHbIX  BEULECTS),
HOMED Cepum (BRMOMaOuWiA Mecay u rog
NpOU3BOACTEA), AaTa MUCTeYeHWs CpOKa
TOAHOCTH (TOfeH BO: MECAL, U ro4), YCAOBMA
XpaHeHws, cnocod npumenerua: «fan
fpUema BHYTPb®, YCNOBMA OTAYCKa, HOmep
PerucTPaLKMOHHO YAOCTOBEPEHUA, AOTOTUN
npoussoauTens, GapM-KoL, WTPUXOBOH
KOO, [ABYMEPHbI WTPUXOBOW KOp €
YacTMYHOW paciuubpoBKOA  MHGOPMaLN,
cofiepwatueiica 8 ABYMEDHOM WITPUXOBOM
Koae, «CmoTpu MHCTRYKUMIO no
MEAMUMHCKOMY  NDUMEHEHWIQ  (AMCTOK-
BRAAAbIW)R, «He NPUMEHATE NG UCTEYEHUH
CPOKa rogHoCTM», «XpaHuTh B HELOCTYNHOM
AnA netel mecTer.

LONOAHATEALHO Ha KapTOHROM ynaxoBke
{nauke) npoay6anpoBaHsi TOproBoe
HaumMeHoBaHKe “ [031POBKA ¢
wenons3osaHmnem wpndTta Epaina.

Cpox rofiHoCTH

3ropa

ropeH ao: 04/2028

KApaHenue

[pw Temnepatype He sbiwe 25 2C 8 kapToHHOH ynaxoaxe (nauxe).

3arnOYeHMe: COOTBETCTBYET/He cooTeeTcTByeT Tpebosanuam NN-Ne(006921)-(Pr-RU)-180924

{Heobxoaumoe noaHepRHYTS)

Otopmaeno: [Ilanosanosa H.A.

HauansHuk OKK:

/"
c” / Kupunusa 1.9.

Crpannna: 2 u3 2
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