PA3PELIEHUE
Ha BBOJI B YPaXNIaHCKHH 060poT B Poccuiickoit denepanuu cepun wim NapTuy
NpOM3BE/ICHHOrO B Poccuiickoit Penepaiyiy MM BBOUMOTO B Poccuiickyio ®epeparno
MMMYHOOHOOTMYECKOT 0 IEKapCTBEHHOTO MpenapaTa
Ne P006-00110-77/05341102 ot 18.06.2026

Brinano Aximonepromy o6mectry "JIEKKO", Poccus, 601125, Brnagumupexas o6macts.
r.0. I1okpos, noc. Bonsruxckui, yi. 3asojckas, crp. 278, IHH: 3321005528.
(nanmenoBanue YopumMIEecKoOro ulla, lopuandeckui anpec, THH)
Denepanbuas cayxba mo HAI30py B cdiepe 3JpaBOOXpAHEHUS] HA OCHOBAHMH
saknrovennss  McenerratensHo#t  naGoparopum  KpacHospekoro bwmana OI'BY
"MMLIDY AOCMIT" PocasipaBransopa '
(naumMeHoBauMe QenepanrHOro roCyJapCTBEHHOTO GIOKETHOTO yUPEXIEHH)
or 17.06.2026 Ne 363/1K-05/26 paspemaer BBoj B rpaxaaHCcKuii obopoT
(nara) (Homep)
B Poccniickoii Meaepanun nMMyHOGHOIOrHIeCKOTO JIEKAPCTBEHHOI0 NpenapaTa
BUOJIEK Ty6epxysun ITTTJI-JI
(ToproBoe HaMMEHOBAHHUE)
AJiepreH TyGepKyAe3HbIN I IMarHOCTHKY
(MexTyHapoaHOE HeNaTeHTOBAaHHOE HAMMEHOBAHHE (rpynmUpoOBOYHOE KM XUMHYECKOR)
PacTBOP UL BHY TPUKOXKXHOTO BBeNCHHS 2 TE/nosa 1 mit (10 no3) - durakons: (10 mr.) -
IJaYKH KapTOHHBIE - ISl JIe4eOHO-IIPOGHIAKTHYECKUX YIPEKICHUI
((opma BrimycKa (C ykasaHueM JiekapCTREHHOM hopMsl1, TO3HPOBKH, GacoBKH) M KOTHYECTBO B yIaKoBKe)

cepuu 12042026 , oObem cepum win mapTun 4748 '
(HOMep cepun) (KONMMIECTRO YIAKOBOK)

roaen xo 09.2027 ,

(cpok rogHocTH)
NPOM3BOACTBA  3aKPHITOrO  aKLMOHEPHOTo  obmecTsa "dapmareBTHUecKas dbupma
"JIEKKO" (3A0 "JIEKKO"), Poccus, Buiapumupckas oGnacts, Iletymmmckuii paito.
noc. Bonbrusckumit, yiu. 3aBonckas, ctp. 277 (npownzsonurens (roropoii JI®), nepsuunas
ynakoska); crp. 277A (BTOpHYHas ymakoska); crp. 280 (BRITTYCKatOMMi KOHTPOJIb
Ka4yecTRa).

(HaMMeHOBaHMe W aJpec NPOU3BOIUTENH (C YKa3saHUEM CTaAMi NPOU3BOICTBA)
Perncrpaunonnoe yrocrosepenne No JITT-Ne(01 1983)-(PT'-RU) o1 07.10.2025.
HepxaTens  perscTpanuoHHOro YAOCTOBepeny AxupoHepHoe  06IIECTBO
"®apmcrangapt!  (AO "®apmcTangapT! YL
r. [lonronpy s, JinxaueBckuil npoesy

Kofta—BEPHA

umoss H.H.
0. MEHEAXEP CKNAJA
0B, % 1/50T 12.01.2026T,

m o

=

3aMECTHTENTh PYKOBOLHTES

Pocsnpasnanzopa H.B. TTapxomenko

,#@ b JOKYMEHT TTOIITHCAH
%ﬁ ¥ BEKTPOHHOA LHOAIMCEIO
7

Cepudunar OEFO3CEFIFAE72029AD243F0C2179A41
Bnajenen lap Jnvnrpidi B y
Hetiersurency ¢ 10.06.2026 no 03.09.2027




P
1) i Li@apm*ranna@

3A0 "JIEKKO", 601125, Bragumupckas 6., IeTymmmckuii p-n, noc. Bonsrunckuit yin 3aBozckas cTp.278
Jupexrop 1o kadecTBy:Tel (4922) 773290 (106.3604),e-mail<koiliushchenko@pharmstd.ru>
Havamnik OKK:ten (4922) 773290 (106.3745),e-mail<ivrepetenko@pharmstd.ru>

HaumeHosaHue npenapata no HJ,

Homep cepum

12042026

[ara npoussoacrea 20.04.2026

AHanusbl/McnbiTaHWA NpoBeaeHbl B COOTBETCTBUM C HA

MacnopTt N2 040000822504

MW OKK-048-2022/T (8.2)

Crp.1u33

BMOJIEK Ty6epkynuH MMA-/, pacteop AN BHYTPUKOXKHOTO BBeAeHMA, 2 TE/no3a, Ne10
Mpoussogutens: 3A0 «/IEKKO», 601125, Bnagumupckan 06/1., MeTyWwnHCKUIA paiioH,

noc.BonbrHckuin, yn.3asoackas, ctp. 277

Konuuectso npoaykuum B cepum (T.ynak) 4,748

lfogeH ao 09/2027

HA /1N-Ne(011983)-(Pr-RU)-071025

Aarta HaumeHoBaHue TpeboBaHua HA, Pe3ynbraTtbl aHanu308/uUcnbITaHUA
aHanusa noKasatenem
10.06.2026 Onucanue BusyanbHblit CoorseTtcTayeT
becuseTHaa Npo3payHas *KUAKOCTb becugeTHasa npo3payHas *KMUAKOCTb
10.06.2026 MoanuHHoCTb Buonoruyeckunii, metoamka npomssoantens (no CoortseTtcTayeT
pasaeny: «Cneundpuyeckan akTUBHOCTb») MpenapaTt Npy BHYTPUKOXKHOM BBELEHUU
Mpenapat AoNXKeH NpY BHYTPUKOXKHOM BBEAEHWUU MOPCKUM CBUHKaM,
MOP-CKUM CBUHKaM, ceHcnbunmsnposaHHbim BLIXK, ceHcmbunusumposaHHbim BLYK, Bbi3biBaeT
BbI3blBaTb NO/IOXKUTE/NbHbBIE KOXHbIE PeaKLum: NONIOXKUTENbHbIE KOXHbIE peakLuu:
nany”nbl nanynel
09.05.2026 Mpo3payHocTb ®EASC, 2.1.2.1. CootBeTcTayeT
lpenapat Ao/ KeH BbiTb NPo3padHbIM MpenapaT Npo3payHbIit
10.05.2026 LiBeTHOCTb ®EASC, 2.1.2.2., meTog | CoorsetcTBYeET
lpenapart fonkeH 6biTb GecuBeTHbIM Mpenapar 6ecuBeTHbIN
10.06.2026 pH ®EASC, 2.1.2.3. 7,4
Ot 7,35 no 7,45
10.05.2026 MexaHuyeckue MeToauKka npoussoauTens. CoorseTcTByeT
BK/IOYEHUA: B cooTseTcTBMU C TpebOBaHUAMM CootBetcTByeT TpebOBaHUAM
- BUAMMbIE 4acTULLbI
10.06.2026 MexaHuyeckune ®EA3C, 2.1.9.10., c4eTHO-HOTOMETPUYECKUI METO/, CoorseTcTByeT
BK/IIOYEHUA: CpefHee 4ncno YacTuy pasmepom = 10 MKM - He CpeaHee uyncno Yactuy, paamepom = 10
- HEBUAMMbBIE YacTULbI 6onee 6000 Ha diaKkoH; MKM — meHee 6000 Ha ¢nakoH;
pasmepom 2 25 MKM — He 6onee 600 Ha diakoH CoortsetcTByeT
pasmepom 2 25 MKm — meHee 600 Ha
dbnakoH
09.05.2026 M3Bnekaembiit 06bem ®EAIC, 2.1.9.9., meToanKa npoussoauTens 1,1 mn
M3mepeHHbIi 06bem fo/mKeH BbITh He MeHee
COOTBETCTBYOWEro 5 o3am
09.05.2026 CTepuibHOCTb DEADC, 2.1.6.1. CrepunbHO
Mpenapat AoMKeH 6biTb CTEPUIbHBIM
10.06.2026 AHOManbHas ®EAIC, 2.1.6.3. CootseTtcTayeT
TOKCMYHOCTb MNpenapat AoKeH 6biTb HETOKCUUYHBIM HeToKcHYHbIi
10.06.2026 Cneumnduyeckan Buonoruueckunii, metoamnka npoussoautena 1,02
aKTUBHOCTb MHAeKc cneundryeckol akTUBHOCTH A0mKefBl
paseH (1,0040,05) Y KOINIHSA BEPHA /
09.05.2026 deHon ®EAIC, 2.1.2.24., cnexktpodoTomeT|
MeToAMKa Npou3BoauTens Eoumosr H .H.
010,20400,30% Ben. MeHenxep ckfans
27.05.2026 OnucaHWe ynakosku MNepsnyHas ynakoska: ercmﬁgg. Ne1/50T 12.01.2026T,
Mo 1mn (10 go3 no 2 TE 8 0,1 mn) ‘&0 P M4HaA ynakosKa:
; 2\
HenTpanbHoro crekna 1 ruaponuTu aa- mn (10 go3 no 2 TE 8 0,1 mn) BO
Knacca, yKynopeHHole npobkamu pesis NNaKoHbl U3 HeTpanbHoro crekna 1
obKaTaHHble Kosinaykamu rMApPOAUTUYECKOrO Kiacca,
ANOMUHUEBO-M/IACTUKOBLIMU C KOHTROMEM YKYNOpeHHble NpobKamu pe3nHoBbIMM,
NepBoro BCKpbITUA. Ha gpnakoH HaknewsaioTt obKaTaHHble Konnaykamu
3TUKETKY CaMOK/eALLYHOCS. aANIOMUHWEBO-NIAaCTUKOBbLIMM C
BTopuyHas ynakoska: KOHTpONem
1) Mo 5 G/1aKOHOB MOMELLAIST B KOHTYPHYIO nepBoro BCKpbITUsA. Ha ¢pnakoH




MU OKK-048-2022/T (8.2)

Crp.2u33

Macnopt Ne 040000822504

BUOJIEK Ty6epkynun MMA-/1, pacTBop ans
BHYTPUKOXHOTO BBeAeHus, 2 TE/go3a, Ne10
MpowussoamnTens: 3A0 «/IEKKO», 601125,
Bnaanmmnpckas 06n., NeTyLWUHCKKI palioH,
noc.BonbruHckuit, yn.3asoackas, ctp. 277
Cepua: 12042026

AYEMKOBYIO YNAKOBKY U3 M/IEHKM
nonuaTUNEeHTepedTanaTa UM U3 NNEHKH
NOANBUHWUAXNIOPULHON.

Mo 2 KOHTYpHble AYeiKoBbIe YNaKOBKM C
dnakoHamu BMeCTe C JIMCTKOM-BK1agblLem
NOMELL,AIOT B NaYKy KapTOHHY!H.

2) No 1 dnakoHy MOMELLAIOT B KOHTYPHYIO
AYeKOBYIO YNAKOBKY U3 M/IEHKK
nonvaTuneHTepedTanaTa UAMU U3 NIEHKM
NOAVUBUHUAXOPULHONA.

Mo 5 cTepu/ibHbIX YNAaKOBOK, KaXKaas U3 KOTopbIX
COLEPXUT Ty6epKYIMHOBDIN WNPWUL, C UIOW 415
n3BNEYEHUA (AIMHHOM) U TOHKOW 1ol ans
BHYTPUKOXXHOTO BBEAEHUA (KOPOTKOM), Uan no 5
CTePUbHbIX YNAaKOBOK, Ka)4as U3 KOTOpPbIX
COLEPXKUT TYBEePKYNMHOBbIN WNPUL, U OTAEBHO MO
5 CTepUNbHBIX YNAKOBOK C UI/IOM A5 U3BIEHEHUA
(BNMHHOM) U OTAENBHO NO 5 CTEPU/IBHBIX YAaKOBOK
C TOHKOW U101 ANA BHYTPUKOXHOIO BBEAEHUSA
(kopoTKOI) NOMeLLatoT B NeHan U3 KapToHa.
OAHY KOHTYPHYIO AYEMKOBYIO YNaKoBKY C
bNaKoHOM ¥ OZMH NeHan Co WNPULAMKU U UrIaMK
NOMeLLAIOT B NaYKy KapTOHHYH.

MeHan co WnpUUammu 1 UrIamm He MapKUpYIoT.

B KakAylo Nayky BKA3AbIBAOT IMCTOK-BKAAAbIL.

HaK/NeeHa 3TUKeTKa CaMOK/IeALLAACA.
BTopuyHan ynakoska:

Mo 5 ¢pnakoHOB NOMELLEHO B KOHTYPHYIO
AYEMKOBYIO YNAKOBKY U3 MIEHKM
nonustuneHTepedTanara.

[0 2 KOHTYpHbIe AYENKOBbIE YNAKOBKM C
dnakoHamu BmecTe €
JNCTKOM-BKNaAbllLeM NOMeLLEeHbl B
NayKy KapTOHHYHO.

27.05.2026

Mapkuposka

Eoumosh H.H.

BER.
J108B, N 1/5 0T 12.0

Konug BEPHA

MEHEAXEP CKNARR

026

1) NepBrYHanA ynakoeka.

Ha 3TuKeTKe pnakoHa yKasbiBatoT:

- TOProBoe HaMMeHOBaHMWe IEKapCTBEHHOIO
npenapara,

- NeKapcTBeHHyto dopmy,

- BO3VPOBKY,

- obvem npenapata Bo ¢pakoHe (B MUAIMAUTPAX),
- KOZIMYECTBO A,03 B O4HOM b/IaKOHE,

- HOMep cepwuu,

- AaTy NPOV3BOACTBA,

- AATy UCTEYEHUS CPOKA FO4HOCTHU.

2) BropuyHas (notpebutenbckan) ynakoska.

Ha nayke ykasbiBaloT:

- «[1poM3BOAMUTENb: », COKPALLEHHOE
HaumeHoBaHMWe NpeanpUATUA-NPOU3BOAUTENSA, €r0
TOBapHbIN 3HaK, agpec (cTpaHy),

- «[lepatent perucTpaumoHHOro
YAOCTOBEPEHWA:»,  COKPalleHHOe HaMMEHOBaHWe
IOPUAMYECKOro nLa, Ha UMA KOTOPOTO Bbl4aHO
perucTpaLMoHHoe ya0CTOBEPe-HUE, er0 TOBapHbI
3HaK, agpec (cTpaHy),

- TOProBoe HanMeHOBaHMWE 1eKapCTBEHHOrO
npenapara,

- obwenpuHAToe (rpynnMpoBoYHoe)
HaVMEHOBaHWe NIeKapCTBEHHOrO Npenapara,

- NeKapcTBeHHyto dopmy,

- fO3UPOBKY,

- obvem npenapara B ogHOM daakoHe (B
MUANUNUTPAX),

- KonmyecTBo GIaKOHOB (TONbKO Ha nayke ana 10
¢$na-koHos),

- KO/IMYeCTBO A03 B 0aHOM dnakoHe («Bo dnakoHe
1 mn-10 go3»), «do3za—0,1 mn», «B noze 2 TE»,

- COCTaB npenapata Ha Of4Hy 403y,

- npegynpeautensHble Hagnucu: « CTEPU/IBHO»,
«Cnocob NnpUMeHeHUs: CM. IMCTOK-BKAAAbILL. Y,

CootBeTtcTBYET

1) MepBurYHan ynakosKa.

Ha aTuKeTKe diakoHa yKasaHbl:

- TOproBoe HaumeHoBaHuWe
/NleKapcTBeHHOro npenapara,

- NeKapcTBeHHan popma,

- AO3UPOBKa,

- 06bem npenapara Bo dpnakoHe (B
MWUANUANTPAX),

- KOIMYECTBO 103 B OAHOM b1aKoHe,
- Homep cepwuu,

- AaTa NPOU3BOACTBA,

- AaTa UCTEYEHMA CPOKa rO4HOCTH.
2) BropuyHas (notpebutenbckas)
ynaKoBka.

Ha nayke ykasaHo:

- «[pon3BOAUTENb: », COKpaLLEHHOe
HavMeHoBaHwue
NPeanpuUATUA-NPON3BOAUTENS, EFO
TOBapHbIi 3HaK, agpec (ctpaHa),

- «[lepxaTtenb perncTpaumoHHoro
YLO0CTOBEPEHUA:», COKPaLLEHHOE
HalMEHOBaHWe I0PUANYECKOrO NLa, Ha
MMA KOTOPOTO BblAaHO
perncTpauuoHHoe yaoCcToBepeHue, ero
TOBapHbIW 3HaK, agpec (cTpaHa),

- TOProBoe HaumeHoBaHue
NleKapCTBEHHOTO npenaparta,

- obwwenpuHATOE (rpynnupoBoyHoe)
HavMeHOBaHWe /IeKapCcTBEHHOIO
npenapara,

- nekapctBeHHan Gpopma,

- AO3MPOBKa,

- obbem npenapara B o4HOM dakoHe (B
MUANUNUTPAX),

- Konunyectso: 10 ¢pnakoHOSB,




MW OKK-048-2022/T (8.2)

Crp.3m33

Macnopt Ne 040000822504

BUONEK Ty6epkyanH NNA-N, pactop ans
BHYTPUKOXHOTO BBeAeHMs, 2 TE/go3a, No10
Mpouzsogutens: 3A0 «/IEKKO», 601125,
Bnagnmumpckas 06., MeTyLMHCKUI paitoH,
noc.BonbruHckuia, yn.3aBoackas, crp. 277
Cepua: 12042026

«Xpa-HWUTb B HEAOCTYMHOM AR AeTel mecTe.»,

- cnocob BBeaeHua («BHYTPUKOMKHO»),

- YCNOBUA XpaHeHus,

- ycnosua otnycka «na
NevebHO-NPOPUNAKTUHECKUX YUPEKAEHN. »,

- Homep cepuu,

- AaTy NPOU3BOACTBA,

- AaTy UCTeYeHUA CPOKa rO4HOCTH,

- WTPUX-KOA,

- papmakog,

- cpeacTBa MaeHTUdGUKaLMKU AR CUCTEMBI
MOHUTOPUHIa ABUMKEHWA 1eKAPCTBEHHbIX
npenapaTos ANA MeAULIUH-CKOro MPUMEHEHUS.
[ononHUTeNnbHO Ha nayke ¢ oAHUM GakoHOM No
1 mn yKasbiBaloT: «YnakoBKa cogepsuT: 1 diakoH
c npenapa-tom—1 mn, 5 Ty6epKyIMHOBbIX
wnpuues, 5 U ana nsenevexus, 5 um gns
BBEAEHUA.».

- KOIMYeCTBO [103 B 0AHOM diakoHe («Bo
dnakoHe 1 mn - 10 pos»), «dosa—0,1
mn», «B pose 2 TE»,

- COCTaB npenapara Ha ogHy 403y,

- npeaynpeauTeNibHble HaanucK:
«CTEPW/IbHO», «Cnoco6
NPUMEHEHUA: CM. IMCTOK-BKAAABILW.»,
«XpaHWTb B HEAOCTYMHOM A/1A

LeTen mecre.»,

- cnocob BeeaeHus («BHYTPUKOXKHO»),
- YCNOBUA XpaHeHus,

- yCnoBuA oTnycka «4na
neyebHO-NPoGUNAKTUYECKUX
YUPEXAEHUN.»,

- HOMep cepuu,

- AaTa NpoU3BOACTBA,

- AaTa UCTEYEHUA CPOKa ro4HOCTH,

- WTPUX-KOA,

- bapmakog,

- cpeacTea uaeHTUdUKaLMKM ans
CUCTEMbI MOHUTOPUHTA ABUMKEHUA
NeKapCTBeHHbIX NpenapaTos 4/1s
MeAVLMHCKOTO NPUMEHEHUA.

27.05.2026 Ycnosua xpaHeHua Mpu Temnepatype ot 2°C no 8°C. He CootsertcTayeT
3amopaxueaTb Mpu Temnepatype o1 2 °C o 8 °C. He
3aMOpakneaTb
27.05.2026 CpoK rogHocTH (cpok 1,5 ropa fogeH no 09/2027

XpaHeHun)

3akntoueHne OKK: JlekapcTBeHHbIit npenapat BUOMEK Ty6epkyaun NIMA-/, pacTBop ANA BHYTPUKOKHOIO BBefeHus, 2 TE/go3a, Ne10
NpoussoauTens: 3A0 «/IEKKO», 601125, Bnagumupckan 06:1., MeTywmnHCKMiA paitoH, noc.BosbriMHCKMiA, yn.3asoackas, cTp. 277 cepua
12042026 cootsetcTayet H/A /1M-N2(011983)-(Pr-RU)-071025

HavanbHuk OKK:

PenereHko UHHa BnagumuposHa

10.06.2026 15:23

MoznucaHo aNeKTPOHHOM NoANUCbIo

28998868-7948743621

[ata BblAauu 3aKno4eHun o Kavectse 10.06.2026

KonmHa BEPHA

.

Eowmosr H.H.
BEN. MEHEOXEP CKNAJA
JI08B, Ne1/50T 12.01.2026F,




