PA3PEHIEHUE
Ha BBOJI B IpaxxIaHCcKu 000poT B Poccutickoit denepanuu cepuy Wiy mapTuu
npousBeaeHHOro B Poccuiickol @enepauuu umy BBO3UMoro B Poceutickyro ®enepanuto
UMMYHOOHOJIOTMYECKOr0 JIEKapCTBEHHOTO IIperapaTa
Ne P006-00110-77/05245028 ot 05.06.2026

Beinano Akuuonepsomy obmectry "JIEKKO", Poccus, 601125, Bnagumupcekas o6nacTs,
r.0. ITokpos, noc. Bonsrunckutl, yii. 3aBonckas, crp. 278, THH: 3321005528,
(HauMEHOBAHNME IOPUANYECKOTO THLIA, FOprAKnYecKuil agpec, UHH)
DenepanbHas cayx6a no Haasopy B cdepe 3IPaBOOXpAHEHWS] HA OCHOBAHWM
3akjaroveHusn  HMcneitatenesHod  nmaboparopum  KpacHospekoro  ¢wmmana @IBY
"MMIIDYAOCMIT" Poc3npaBHanzopa
(nanmeroBaHKe QelePaTBHOTO TOCYAPCTBEHHOTO BIOKETHOTO YUPEIKIEHHUS)
or 25.05.2026 Ne 285/IK-05/26 pa3spermuaer BBOA B IpaskIaHCKuil 060poT
(nara) (Homep)
B Poccuiickoilt Penepannu HMMYHOOHOJIOIHYECKOT0 JIEKAPCTBEHHOI0 Npenapara
BUOJIEK Ty6epkynus ITTA-JI
(Toproeoe HauMEHOBAHHUE)
AsnnepreH TyOepKyIe3HBIN I JUArHOCTUKH
(MexIyHapOoAHOE HeNaTeHTOBaHHOe HAUMEHOBa e (IPYIITHPOBOYHOE UK XHMHYECKOE)
pacTBOp AN BHYTpUKOXKHOr0 BBeaeHus 2 TE/no3a 1 mu (10 no3) - ¢praxonsl (10 mrT.) -
IIAYKU KapTOHHBIE - 1A JIeyeOHO-MPOMUIAKTHYECKUX YUPEXKIeHUH
(dopma BeimycKa (C yKasaHHeM JIeKapeTBEHHOM (OPMBI, J03HPOBKH, PACOBKH) U KOJUYECTEO B YITAKOBKE)
cepun 06032026 , oOGbem cepuu WM napTun 4630 ;
(HOMeEp cepun) (KOMMYECTBO YIIAKOBOK)
roged no 08.2027 ,
(CpoK rogHOCTH)

NPOU3BOACTBA 3aKpBITOr0 aKUUOHepHOro ofmectBa "dapMmareBTuyeckas (upma
"JIEKKO" (3AO "JIEKKO"), Poccusi, Bamumupckas o0nacts, IleTyluuHCKUH paioH,
noc. Bomeruxckuii, yi1. 3aBojckas, crp. 277 (npousBozutens (rotosoit JID), neppuiHas
yrakoBka); cTp. 277A (BTopuuHas ymakoBka); cTp. 280 (BBIIYCKAIOLMH KOHTPOIb
KauyecTna). '

(HayMEHOBaHHUE U aJIpec MPOM3BOAKNTENS (¢ yKasaHUeM CTaquii MpOU3BOCTBA)
Perucrpaunonnoe ygocrosepenne Ne JIIT-Ne(011983)-(PI'-RU) ot 07.10.2025.
JepkaTesib  PeruCTPALMOHHOIO  YIOCTOBEpeHHs  AKIMOHEpHOE  OOIIECTBO
"®apmcrarmapt” (AO "®apmcrangapr"), Poccus, 141701, Mockosckas o6nacts,

r. Jonronpynusii, Jluxayesckult npoesn, A. 5 "B".
(BauMeHOoBaHNe, aJipec)

52 ,’ B &
3aMeCTUTENb PYKOBOJUTENS 2L LN
/870 RtV AN /) .
Biscs JTHY 7 ¢ HB. ITapxomeHKo
JpaBHaI30pa I O\
=5 1 I > a\»_,,
JOKYMEHT HOIMCAH-) 3;&5
SMEKTPOHHOK 5
NN ‘:b/ffj

5 A
Cepraduxar 42D1B24ADE2B BDH"S‘_“»
_ | Baanenen Iapxomenxo Jvurpuil Beesp
D PO/ %mxn em ¢ 07.04.2025 w0 0467 262
MEHE [10

110K YMEHTO0BOPOTY i
/

KOMHSA BEPHA

D



A

d)apmcranna@

3A0 "JIEKKQ", 601125, Branusmpexas o6, Hervurmicksii p-n, noc. Bonsruwexnii yn 3asonckas crp.278
Hwpexrop no xasecrsy:ren (4922) 773290 (106.3604),e-mail<koilivshehenko@pharmstd.ru>
Havamsinx OKKiren (4922) 773290 (106.3743),e-mail<ivrepetenko@pharmstd ru>

HavmenosaHune npenapara no HJ

Homep cepuru

06032026

[ara npouseopcrea 30.03.2026

AHanv3bl/MCNbITaHUA NpoBegeHbl B cooTseTcTanu ¢ HY

Macnopt Ne 040000818656

MW OKK-048-2022/T (8.2)

Crp.1usz3

BUONEK TyBeprynun NNA-/1, pacTBop ANf BHYTPUKOKHOTO BBeAEHMA, 2 TE/f03a, Nel10
MpoussopuTens: 3A0 «/IEKKO», 601125, Braaumupckan obn., MeTywnuHCKUA paiioH,

noc.BonbruHckuii, yn.3asoackan, crp. 277

Konuuecreo npogykuuu B cepuu (T.ynak)

fopex go 08/2027

4,630

HO, /1N-Ne{011983)-(Pr-RU}-071025

Hara Haumerosanue Tpebosanua HJ, Pesynbrarbi aHanusos/vicribiTaHui
aHanusa nokasaresneu
20.05.2026 Onwcanue BusyansHbiii CoorsercrsyeT
BecugeTHas Npo3payHan MuaKoCTb BecuBeTHas Npo3paYHan MULKOCT,
20.05.2026 MogmHEOCTL BUONOrMUecKuil, MeToamKa nponasogurens (no Coorgercrayer
pazgeny: «Cneuuduieckan akTUBHOCTbY)
MpenapaT 4OMKEH MPU BHYTPUKOKHOM BBEASHUM fIpenaparT Npvi BHYTPUKOXKHOM BBEAEHUM
MOP-CKUM CBUHKaM, ceRcnBunuanuposaridbiv BLIK, MOPCKUM CBUMHKaM,
BbI3bIBATL MONOKUTEABHEIE KOKHbBIE PeaKLnM: ceHenbunuanposanHbiM BUX, Boiabigaer
nanynst AONOKUTENbHBIE KOMHBIR PeaKUNU:
nanynst
15.04.2026 fpo3payHocTh PEAIC, 2.1.2.1. Coorsercrayer
MpenapaTt go/mKeH BbiTb NPO3PaYHbIM MpenapaTt npo3pavyHsii
15.04.2026 UseTHocTs DEADC, 2.1.2.2., meTog, | Cootsercrayer
Mpenapat gonmer BT BECUBETHBIM fipenapar BecuBeTHbli
20.05.2026 pH ®EAIC, 2.1.2.3. 7,4
017,35 po 7,45
15.04.2026 MexaHuyeckue MeToauKa Npous3BoANTENA. Coorgercreyer
BRAKOMEHWA: B coorsercrsuy ¢ TpeBoBaHUAMM Coorgercrayer Tpebosanuam
- BUAMMbIE YaCTULLbL
20.05,2026 Mexarudeckne ®EA3C, 2.1.9.10,, c4eTHO-DOTOMETPUYECKUI MRTOA, Cootsercrayer
BKNOUEHWR: Cpegree YMeno YacTuly pasmepom 2 10 Mkm - HE CpepHee Yucao yacTuy pasmepom 2 10
- HeBUAMMBIE YACTUUBI Bonee 6000 Ha GpAakoH; mrm ~ meree 6000 Ha dnakoH
pasmepom 2 25 mkm — He Bonee 600 Ha dnakok CoorseTtcrayer
paamepom 2 25 Mkm — meHee 600 Ha
HraKoH
15.04.2026 W3enexaembiit 06bvem ®EA3C, 2.1,9.9., meToauka npoussoaurens 1,2 ma
MamepenHbii o6bem aomKer BbiTe He meHee
COOTBETCTBYIOWEro 5 fo3sam
21.04.2026 CrepunbHoCTL ®EA3C, 2.1.6.1. CrepunsHo
NpenapaT go/mkeH BbiTh CTEPUAbHBIM
20.05.2026 AHOManbHas ®EA3C, 2.1.6.3. CooTBeTcTBYeT
TOKCHMHHOCTb MpenapaT AoKeH BbiTb HETOKCUHHBIM HeToxenuHbI
20.05.2026 Cneunduyecxan BUONOrudeckuit, METOAMKA NPOU3BOAUTENA 1,03
AKTUBHOCTH MRAeKe creumdudeckod akTBROCTY fonkeH Bbite
paseH (1,00+0,05)
19.04.2026 DeHon ®EA3C, 2.1.2.24., cnexkTpodbOTOMETPUHECKUH, 0,23%
METOAMKA NPOU3BOAUTENA
070,20 o 0,30 %
08.05.2026 OnucaHne ynakosku MlepsryHan ynakoska:
Mo 1mn (10 gos no 2 TE 8 0,1 mn) 8o dniakorbl U3 7 A aKoska
HEWTPaNbHOro CTerna 1 rmapoanTUYeckoro Y/ no 2TE 80,1 mn) B8O
KNACCA, YRYNOPEHHBIE NPOBKaMK Pe3NHOBLIMIAY fpansHoro crekaa 1
obKaTaHHbIE Ko/NavKamm B, KAacca,
AMOMWHMEBO-MIACTUKOBBLIMM € KOHTPONEM . {-y¥ynoperHble Gabxamu pesrHoBbIMA,
nepsorc BCKpbITUA. Ha dnaxon HakneusaoT 4| o6ratanbie ¥ QARG Kamy
ITUKETKY CAMOKIERLLYIOCA. CTUKOBLIMY C
Bropana;agaOKﬂsd(a:A A . H 0ro BCKPBITUA, Ha
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NOKYMEHTOOBOPOTY
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MU OKK-048-2022/T (8.2)

Crp.2uz3

MNacnopt Ne 040000818656

BUONEK Tybepkynun NNA-/, pactsop ana
BHYTPUKOXHOTO 8BeaeH#A, 2 TE/goza, Ne10
Mpoussogurens: 3A0 «/IEKKO», 601125,
Bnagumupexan obn,, NeTywuHckmi paion,
noc.BonbruHckui, ya.3aaoacKan, crp, 277
Cepun: 06032026

1) Mo 5 $nakoHOS NOMELLBIOT B KOHTYPHYIO
AYEAKOBYIO YEKOBRY U3 NAEHKM
NOAUITUNGHTEPRPTANETE WU U3 NNSHKU
NONUBUHUAXIOPUAHOM.

110 2 KOHTYPHbI® AYEVKOBbLIE YNAKOBKY ¢
DNBKOHEMU BMECTE € IMCTKOM-BKASABILIEM
NOMELLAIOT B NAYUKY KAPTOHHYIO.

2) Mo 1 GNakoHY NOMELLBIOT B KOHTYPHYIO
A4EUKOBYIO YNAKOBKY U3 NIEHKU
nonusTUNeRTePedTANATA UNKU U3 NNBHKN
NOMUBUHUNXNOPUAHON.

10 5 cTepUAbLHBIX YTIAKOBOK, KaMAaA U3 KOTOPbIX
copepuT TyBepKYAHOBLINA WNPUL, ¢ MoK Ans
U3BMEYEHNA (BNMHHOMK) U TOHKOM uroit ans
BHYTPHKOMHOrO 8BeeHUA (KOPOTKOR), nam no 5
CTEPUALHBIX YNGKOBOK, KaAAR U3 KOTOPbIX
COAEPIUT TYBEPKYNUHOBLIN WIPULL U OTAGNBHO NO
5 CTePUNBHBIX YNAKOBOK C UTN0HK ANR M3BNEHEHUA
{(BNMHHOM) U OTOBNBHO NO 5 CTEPUABLHLIX YNEKOBOK
€ TOMKOW UINOH /151 BHYTPUKOXHOTO BBEASHNA
{KOPOTKOM) NOMELLAIOT B NeHan U3 KapToHa.
OfHY KOHTYPHYIO AYEHKOBYIO YITaKOBKY C
HNAKOHOM ¥ OAVH NEHAN CO WNPULLEMU U UrAaMn
NOMELLZIOT 8 NAYKY KAPTOHRYIO.

TleHan co WNPUUAMU U UINMU HE MAPKUPYIOT,

B KBWAYIO NA4Ky BKAABIBAIOT AMCTOK-BKNRABILY,

GNaKkoH HaKNeeHa ITUKETKa
CaMOK/ERWAARCH.

Bropuunan ynakoeka:

{10 5 $nakoHOB MOMELLEHO B KOHTYPHYIO
AYEMKOBYIO YNIAKOBKY U3 NAEHKK
nonuaTwaeHTepedTanara.

0 2 KOHTYPHbIE AYEHKOBbIE YNAKOBKY C
dnakoHamu BMecTe ¢
NUCTKOM-BKIAAbILEM NOMEBLUEHbI B
NaYyKy KAPTOHHYIO,

08.05.2026

Mapkuposka

1) Mepsuyuxan ynakosxa.

Ha 9T1KeTKe haKoHa YKa3biBaT:

- TOProBOe HaMMEHOBaHUE NEKAaPCTBEHHOIO
npenapara,

- NeKapCTBEHHYIo dopmy,

~ BO3UPOBRY,

- obvem npenapara 80 drakoHe (B MUANMAUTPEX),
~ KOMVMECTBO 403 B OAHOM B/iakoHe,

- HOMEp cepuu,

- AaTy NPou3BOACTBE,

- [aTy UCTEHEHUA CPOKa FOAHOCTY.

2) BropuyHaa {noTpebuTenbekan) ynakoeka.,

Ha nauxe yKasbiBaoT:

- «[TpounasoguTents:», CoOKpalueHHoe
HaMMEHOBaHME NPeANPUATYA-NPONSBOAUTENR, €0
TOBapHbIM 3HaK, agpec (cTpany),

- «[lepraTent perucrpauuonHoro
VAOCTUBEPEHUA), COKPALUEHHOE HAUMEHOBaHMe
OPUAUYECKOTO /INLE, HE8 UMA KOTOPOrO BbifaHo
PErucTPaunoHHO. YAOCTOBEPE-HIUE, BTO TOBAPHbIN
3HaK, anpec (crpany),

- TOProBoe HauMeHOBaHM1e NIeKapPCTBEHHOTO
npenapara,

- obenpuHaAToe (rpynnupoBsoYHoe)
HEUMEHOBIHME NEKAPCTBEHHOTO Npenapata,
- IeKapCTBeHKYIo dopmy,

- LO3VIPOBKY,

- o6bem npenapara B ogHom daakaHe (8
MUARKAUTPAX), :
- KO/MYECTBO GNAKOHOB (TO/ILKO Ha nauke ana 10
tdna-koHoB},

- COCTaB NperapaTa Ha 0Ky A03Y,
- npeayn pealﬁeggapHenHEQnrcvﬁ«CTEPW’H:HO»,
& <

CooTsercrayer
1) MepsuyHan ynakoska.

Ha sTHKeTKe GNAKOH3 YKasaHbl:

- TOpProBoe HaumMeHoBaHue
/IeKapCTBEHHOTO Npenapara,

- neKapcrseHHas dopma,

- [LO3VPOBKS,

- obwem npenapara B dnakore (B
MUANKUNATPAX),

- KOAUHECTBO 03 B 0AHOM DraKoHe,

- HOMEp cepwy,

- jaTa NPOU3BOACTE,

- BaTa UCTEYERUA CPOKa FOAHOCTH,

2) Bropuuran (norpeburensckas)
YNaKoBKa.

Ha nayke yKazaHo:

- «TIpoussoauTesb:», COKPaLLEHHOe
HaUMEHOBaHKE
NPeANPUATUR-NPOUIBOSUTENSR, €T0
TOBapHLIM 3HaK, agpec (cTpawa),

- «[lepmarens perucTpaymMoRHoro
YAOCTOBEPEHUA», COKpaLieHHoe
HaVMEHOBEHME IOPUAUHECKOTS UL, Ha
MMA KOTOPOTO BbIAZHO
perucrpau,woﬂnoe YAOCTOBEPEHME, €ro
Bt{ﬁgf t.3HaK, agpec (crpanal),
3 %«.’ ;‘\w v"enapa"ra,

- oBwenprriraelip
Haumeuoaa?ﬁé

- KO3UPOBKA,
- obbem npe

MEHE AXEP N0
N OKYMEHTOOBOPOTY




MU OKK-048-2022/T (8.2)

Crp.3us3

Macnopt Ne 040009818656

BUONEK TyBepryaun NMA-A, pacrsop ans
BHYTPHKOMHOTO BReaeHus, 2 TE/gosa, N210
Npoussoaurent: 3A0 «/IEKKO», 601125,
Bragumupckas 06, NeTywnHekui paiioH,
noc.BonbIUHCKUA, Y1.3380ACKaR, CTp. 277
Cepun: 06032026

«Crocob NpUMEHERVA: CM. AMCTOK-BKNBABILL.,
«Xpa-HuTh B HELOCTYNHOM A/1A AETENR mecTe,»,

- cnocob seeseHus («BHYTPUKOKHO),

- YCOBUA XPAHEHUA,

- YCNOBWS oTnycKa «Ans
NeYebHO-NPOPUNAKTUMECKMUX YHREKABKNIA.Y,

- HOMep cepuu,

- AaTy NPOU3BOACTBE,

- BETY UCTEHEHMA CPOKa FOAHOCTH,

- WTPUX-KOZ,

- hapmakos,

- CPeACTEa UABHTUOMKILMM 4NA CUCTEMBI
MOKUTOPUHIE ABUKEHWUA NERAPCTBEHHLIX
NPENapaTos 4/iR MeAULUH-CKOrO NPUMEHBHURA,
[ononHUTeNbHO Ha NadKe ¢ O4HUM GAaKOHOM (10
1 M/ YKa3blBAIOT: «YTaKoBKa COABPHMT: 1 HNaKOH
cnpenapa-Tom =1 M7, 5 Ty6epryIMHOBLIX
WNprUUes, 5 ut ONA UsBneveHus, 5 urn AN
BBEACHUA. Y,

- Koanvectso: 10 dnakoHos,

dbnaxore 1 mn - 10 gos»), «Josza - 0,1
mnn, «B pose 2 TEy,

- COCTaB fpenapara Ha ogHy A03Y,

- NPenynpPeANTENbHbIE HaZNUCK;

CM, IUCTOK-BKABADLIL. Y, «XPEHUTL B
HEeLOCTYNHOM ANA ABTeV MeCTE.»,

- YCAOBUA XPAHEHMUSA,

- yenosua otnycka « s
nevebHo-NpoduAaKTUYECKUX
YHPEXAEHUH. Y,

- HOMED Cepun,

- BaTa NPOU3BOLCLTEE,

- [LaTa NCTeYEHWA CPOKE roAHOCTY,
- WTPUX-KOA,

- hapmakog,

- CPeACTRA NABHTUOVKALMY ANA
CUCTEMbE MOHUTOPUHTE ABUKEHUA
AeKapCTBeHHbLIX NPenapaTos ANA
MELNLMHCKOTO NPUMEHEHUA,

«CTEPUBHO», «Cnocob nprmeHeHus:

- KONUHEeCTBO 103 B 0AHOM dnakoHe («Bo

- cnocob sseperHun («BHYTPUKOKHO»),

08.04.2026 Ycnosus xpasemus Mpu Temnepatype o7 2°C a0 8°C. He CoorpercTayer
3aMOpaK1BaTh Npv Temnepartype ot 2 °C 4o 8 °C. He
3aMOPAMUBATS
08.04.2026 Cpok rogHocTH {CpoK 1,5roga foger go 08/2027

XPAHEHWUA)

3arniovenne OKK: Nlexapcrsenneit npenapar BUONEK TyBepkyann NMNA-/1, pacTeop A8 BHYTPMKOXHOFO saegerua, 2 TE/go3a, Ne10
Npoussogurens: 3A0 «/IEKKO», 601125, Bragnmupcran o6, NeTyWwnHcKkui paiion, noc. Boabruncku, yn.3asoackas, crp. 277 cepus
06032026 cooreercrayer HA NM-Ne(011583)-(Pr-RUY-071025

HauaneHuk OKK:

Penerenko UnHa BaragumuposHa

20.05.2026 16:15

MoANUCIHO 3AEKTPOHHON NOANNCHIC
28453433-7944563510

[ata Bolgauv 3aK1oMenua o kavectse 20.05.2026
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