Hoxkymenr,
colepKamHii CBeleHUs O CTAAUAX TeXHOJOIHIEeCKOro nmpoiuecca
NPOH3BOJACTBA JIEKAPCTBEHHOI0 CPeACTBA, OCYIeCTBIAEMBIX
Ha TeppuTOpHH EBpazniickoro 3X0HOMH4€ECKOro co13a

Homep noxymenra

CI1-0003662/09/2025

JlaTa BeI1aun

19.09.2025

Ilepkatens WM BiajeNiel] PerucTPALHOHHOTO
yIOCTOBEPEHHA (€CTH MPUMEHUMO)

Actpa3eneka IOK Jlumurten, Benukodpuranus

[Tpou3BoaAKTEINE IEKAPCTBEHHOTO CPEACTBA

OOIiecTBO € OTrpaHWYEHHOH OTBETCTBEHHOCTBIO
«Acrtpa3enexka Hugactpuz» (OO0 «Actpa3enexa
Hnnactpus»), Poccutickas ®enepanus

1. HaumeHoBanue U neKkapcTBeHHad opma:

®opcura, TabneTKH, IJIEHOYHOIH

obonouxoii, 10 Mr

TMOKPBIThIE

1.1. @apmanestuyeckas(ue) cybcraHuus(vu) U ee
(MX) KOTHYECTBO B OJHOH 03¢, METOA MOIY4YECHHUS
dapmaneBTHuecKoi cyOcTaHUMHM (XMMHYECKHH

CHHTE3, BBIICIICHHUE (papMaueBanecxoﬁ
CyGCTaHI_lHH W3 HMCTOYHHUKOB OHOIOTHYECKOT 0,
JKHBOTHOI'O, PacCTHTECIIBEHOI'O, MHHEPAITBHOTO

MPOUCXOKACHHA; OHOTEXHONOTHYECKHH CHHTES).

HanarmudnosnHa mnpomaHaHola MOHOTHApAT
12.30 mr (B mepecuete Ha aanarnudno3uH — 10 mr),
XHMHYECKHH CHHTE3

Ecnu nokann30BaHO IPOU3BOJICTBO CO CTagHH apMalieBTHYECKOH CyOCTaHI|MY - NPOAOIKUTE C pasfena
2.A, eciu €O CTagUM rOTOBOrO JIEKAPCTBEHHOTO CPENICTBA - MPONYCTUTh 2.A. H NPOJOIDKHTE C pasjena

2.b.

2. JloxanH3oBaHHBIE CTaIluH IMPOH3BOJCTBA

2.A. [IpoussoacTtso (hapmaneBTHYECKO
cyOctaHuuu  (mamee  yKashIBalOTCSL  CTaJuH
TEXHOJOTH4ECKOro mpolecca)

Mecto  mpowsBoacTBa  (CTpaHa, — Ha3BaHHE
MPOM3BOJCTBEHHON IUIOMAIN YKa3bIBAIOTCS IS
KaXKI0# CTalHi TEXHOJOIHYECKOro mpoiiecca)

2.A.1. Craguu npou3BOACTBAa 1O [OJNYYCHHSA
MOJIEKYTBL.
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2.A2. Cragun o6pabotku (Ge3 wu3MeHeHHS

MOJIEKYIBI).

2.A.3. 3aBepinaoniye CTaIHM IPOU3BOCTBA.

2.A.4. ®acoska (papmanesTHYECKOH CYGCTAHITHY.

2.A.5. YnakoBka.

Homep perucrpannonsoro YIOCTOBEPEHHS H JaTa
BBIIAYH WA  CBENCHHS O BKIIOYEHHH B
T'OCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB
IUT MEJIMIIMHCKOTO TIPHMEHEHHA

2.B. TlpousBozacTBO roToBOI (hopMEI
(manee yKkasBIBAIOTCS CTAIHH TEXHONOTHYECKOIO
nporecca)

Mecto IIPOHM3BOACTBA (cTpaHa, Ha3zBaHHe
IIPOH3BOACTBEHHON I[UIOINAM YKa3bIBAIOTCH  JUIS
KaX/I0H CTaIHH TEXHOTOTHYECKOTO MpoLecca)

2.b.1. Tlomyuenne nomynpomykra (BBeJEHHE B
IPOLECC OCHOBHOTO H BCIIOMOTATENLHOTO ChIph)':
- IPUTOTOBISHHC CMCCH T TaGaCcTHPOBAMIL.

000 «Actpa3eneka HWupmactpus», Poccuiickas
Qenepauns, Kanmyxckas o6, paiion boposckuii,
Acpesust Hobpuno, npoesn 1-it Boctommmiit, pn. 8

2.b.2. Tlonyuenue rortosoro Hepac(acoBaHHOro
IPOIYKTa:

- TabneTupoBanue;

- IOKPBITHE [JIEHOYHOH 000JI0YKO.

00O «Actpa3eneka Wumactpus», Poccuiickas
OQenepauus, Kamyxckas o6:m., paiion boposckmii,
Aepets Jlobputo, npoesn 1-i Boctounsiii, B, 8

2.b.3. Tlonyuenne
YIaKOBKe:
- (hacoBKka B IEPBHYHYIO YIIAKOBKY.

HpOAYKTa B NEPBHYHON

000 «Actpa3eneka Wnpmactpus», Poccmiickas
Qenepauus, Kamyxckas o6, paiion bopogsckwuii,
AepesHs JloGpuHo, npoesn 1-if Boctoumsiii, pa. 8

2.b.4. BropuuHas ymakoBka:
- YIaKoBKa H MapKHPOBKa.

OO0 «Actpa3eneka Wmpactpus», Poccmiickas
Genepauus, Kamyxckas obn., paitou bopogsckuii,
AepeBHs Jlo6puno, npoesn 1-it Bocroursii, B, 8

HOMep PETHCTPAIITMOHHOIO YOOCTOBEPEHHS U JaTra
BbIIa4YH

JITI-Ne(005264)-(PT-RU) ot 22.04.2024
(mepeodopmnero 11.12.2024)

3. Homep imnemsun Ha MIPOH3BO/ICTBO
JIEKAPCTBEHHBIX CPEICTB U JIaTa BbIAYH

JI012-00102-77/00010366 B peaaknuy
or 13.11.2024

3amecrurens Munncrpa

M.

E.I'. [Ipues:xena
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HaumenoBanme #u agpec opraHa, BBIJaBIIETO

MUHHCTEPCTBO TPOMBIIIIEHHOCTH M TOProBjIH
125039, Poccus,

3aKJIIOYEHHE:! Poccuiickoii ~ ®Penepauuu,

r. Mocksa, [Ipecnenckas Hab., 1. 10, cTp. 2
Tenedon: + 7 (495) 870-29-21
dakc: + 7 (495) 539-21-72

®.MU.0. [DomKHOCTHOrO JIMIA
Poccun, m1omKHOCTE:

Munnpomropra

E.I'. Ilpue3xeBa

3amectuTtens MUHHCTPa IPOMBIILIEHHOCTH K
toproenu Poccuiickoii ®enepanuu

[Toanucs f Heqa'rh"‘ T
Jlata 19.09.2025
Cpoxk nelicTBUsS JOKYMEHTa’ 1 ron

VkaselBaloTCs BCE CTAJMM TPOM3BOACTBA TOTOBOH JiekapcTBeHHOM (opMbl 10 cTaauu HepacdacoBaHHOH

npoaykuuu ("uH 6ank™).

? Cpok JeficTBHA JOKYMEHTA HCUMCIIAETCS C MOMEHTA €r0 BbIIa4H.
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