J{OKyMeHT,
CO/IepKAIUMIA CBeJeHHsI O CTAAHAX TEXHOJOTHYEeCKOI0 Mmpouecca
NPOU3BOACTBA JIEKAPCTBEHHOIO CPEICTBA, OCYIIECTBISAEMBIX
Ha TeppuTOopHH EBpa3suiickoro 3K0HOMHYECKOro coi3a

Homep nokymenta

CII-0003810/12/2025

Jlara Beigaun

11.12.2025

Jepxarens WM BIamenel pPerucTPalHOHHOTO
YIOCTOBEPEHHS (€CIIH IIPUMEHHUMO)

AXIHOHEpHOE 00ImecTBo «P-Dapm»
(AO «P-Dapm»), Poccuiickas @enepars

[Ipou3BoauTENs TEKAPCTBEHHOTO CPE/ICTBA

AKIIMOHEPHOE o0ImecTBO «P-®apm»
(AO «P-®apm»), Poccuiickas @eneparust

1. HaumeHoBaHMe U JeKapcTBeHHAS hopMma:

BepcaBo®, KOHLEHTpaT [ MPHIOTOBIECHHS
pacTBopa Ui uHQy3ui, 25 Mr/Mi

1.1. ®apmaneptudeckas(ue) cyOcTaHmsa(ul) H ee
(MX) KOJHYECTBO B OJHOHM [03€, METOM MOMYYEHHS
(apmaneBTHUeCKOM CyOcTaHUMM — (XMMHYeCKHii
CHHTE3; BBIZICIICHHUE bapmaneBTHUECKOM
CyOCTaHIIMH W3 HCTOYHHKOB OHOJIOTHYECKOTO,
YKHBOTHOTO, pPacTUTENBHOTO, MHHEPATEHOTO
IPOMCXOXKACHHUS; OMOTEXHONOTHYECKHI CHHTE3).

beBauuzymab — 25 wr,
OHOTEXHOJIOTHYECKUI CHHTES

Ecii 710Kkanu30BaH0 IPOM3BO/ICTBO CO CTATHH (apMaleBTHYIECKON CyGCTAHIIY - TPOIOIKHTE C pasjelia
2.A, ecim €O CTafuH FOTOBOTO JIEKAPCTBEHHOTO CPECTBA - IPOIYCTHTH 2.A. M MPOJOJIKATE C pa3fela

2.b.

2. Jloxanmu3oBaHHEBIE CTAIWH MIPOH3BOICTBA

2.A. [IpouzBoacTrO (hapMaleBTHIECKOH
cyOcraHuuu  (gajmee  yKasplBalOTCS — CTalMH
TEXHOJIOTUYECKOT0 ITpoIecca)

Mecto  mpousBoxcTBa  (cTpaHa, — Ha3BaHHUE
IIPOHM3BOJICTBEHHOM IUIOIIAIKH YKA3LIBAIOTCA IUIS
Ka)XIOM CTaZlMK TEXHOJOTHIECKOTr0 IpoLecca)

2.A.1. Craguum nOpOM3BOACTBA [0 IOJYy4EHHS
MOJIEKYJIBL:

- mojJiep kanue pabouero 6aHka KIETOK;

- KyTbTHBHPOBaHHE.

AO  «P-®apm», Poccuiickas
SlpocnaBckas o0y, Tr.0. T.
r. Slpocnaeie, yi. I'pomosa, 1. 15

Oenepanmus,
Apocnasis,

Crpanuua 1 u3 3




CI1-0003810/12/2025

2.A.2.  Cranuu abotkn (0e3 H3MEHEHH: .
a4 obpado ( AO «P-Dapm», Poccuiickas denepanus,

MOJIEKYJIBI):
SlpocnaBckas  obm., Tr.0. TI. fpocnaeis,

it r. SIpocnasne, yi. ['pomosa, 1. 15

- OYHCTKA. P » Y1 P 8=

2.A.3. 3aBepiaronye cTaguy IIPOU3BOACTBA: AO  «P-®apm», Poccuiickas  Denepaius,

- (hunpTpanys. Slpocnmasckas 001, Tr.0. TI. Spocnasis,
r. SIpocnaenb, yi. [pomoBa, A. 15

2.A.4. ®acoBka papmauesTudeckoii cyocranmuu: |AO  «P-@apm»,  Poccuiickas — @enepauus,

- (hacoBKa B MEPBHYHYIO YIIAKOBKY. Apocnasckas 0061, r.o. r. Slpociasis,
r. SIpocnasis, yi. I'poMmosa, 1. 15

2.A.5. YakoBka: AO  «P-®apm», Poccuiickas  Deneparus,

- yIIaKOBKa ¥ MapKHpPOBKa. SpocmaBckass  o6n., r.0. TI. Spocnapis,
r. SIpocnaens, yi. 'pomosa, a. 15

Homep perucTpanonsoro ymocropepenus u parta |JI[1-007208 ot 22.07.2021

BHIJAYM MM  CBENEHHS O BKIoveHun B |(mepeodopmieno 17.09.2025)

rocyIapCTBEHHEBIH peecTp JIEKapCTBEHHBIX CPENCTB

JUISL METHIIHHCKOTO IIPUMEHEHHS

2.B. IIpon3BOACTBO rOTOBOM (POPMEL Mecto  mpou3BOACTRAa  (CTpaHa,  Ha3BaHHE

(mamee yKasBIBAKOTCS CTAJHM TEXHOJIOTHYECKOTO
npoiiecca)

HpOHSBOﬂCTBeHHOﬁ IUIOIAadKH YKa3bIBAKOTCA JIA
KaXKI0H CTagHuU TEXHOJOIHYECKOTO npouecca)

2.b.1. Tlonyyenue mnomympoaykra (BBEIEHHE B

.. |[AO  «P-®apm», Poccuiickas  ®enepanus,

IPOLIECC OCHOBHOTO M BCIIOMOTATENBHOTO CHIPBA) SpociaBckas 0B - B S

- IPUTOTOBJIEHHE PACTBOPA, T, STpOCIABITE, YiI Fp;MOBa o 15 J

- (QHIIBTpAIMsS/CTEPUIH3YIOAs QUIbTpaIHs. 2 ¥

2.5.2. Tlomy4yenue roTOBOrO Hepac(hacoBAHHOTO | A () «P-Dapm» Poccmiickas ~ Mepeparus

o 2

HPOAYKTA. Slpocnaeckas  o6m., T.0. TI. Slpocnasis,
r. SIpocnasnb, yi1. ['pomosa, 1. 15

2.b.3. Ilomyyemme TNpOAyKTa B MEPBHYHOH|,~ p.@ apm»,  Poccuiickas ~ Demepamus,

JLARCERE: SlpocmaBckass ~ obn., Tr.0. TI. JSlpocnaBis,
- PO3JIMB B aCENTHYECKUX YCIOBHSIX. r. fipociasys, yi. [pomosa, . 15

2‘51_;4' Broprrinas ynaxosxa: AO  «P-®apm», Poccmiickas  Denepauus,

ylaKobka M MapkHpoBKa. Slpocnasckas 001, Tr.0. T.  Spocnasis,

r. SIpocnasis, yi. 'pomoBa, a. 15

Crpannua 2 u3 3

E.I'. [Ipues:xeBa
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Homep perncTpanMoHHOrO YIOCTOBEPEHMS M JaTa
BbIJIAYH

JIIT-007208 ot 22.07.2021
(mepeodopmieno 17.09.2025)

3.  Homep  &umeH3MH Ha  IPOM3BOACTBO
JIEKapCTBEHHBIX CPE/ICTB M JaTa BhIIAuH

0t 29.01.2025

JI012-00102-77/00010729 B penaxkuun

HaumenoBanue u agpec opraHa, BBIOABIIETrO
3aKIIFOYCHHE:

r. Mocksa, [Ipecuenc

MHHHCTEPCTBO TPOMBIIIIEHHOCTH ¥ TOPrOBIIH
Poccuiickoit  ®enepanun, 125039, Poccus,

kas HaO., 1. 10, cTp. 2

Tenedon:

+7 (495) 870-29-21

daxc:

+7 (495) 539-21-72

®.1M.0. pomkHOCTHOro JsHna MuHnpoMTopra
PoccHH, TOMKHOCTE:

E.I". Ilpue3xena

3amecTHTeNsh MMHHCTpA OPOMBINLIEHHOCTH H
Toprosnu Poccuiickoit ®@eneparuu

, S v T
[Tonmuce . / /4/,7 s

74 77 J‘

/ :

/] ‘i
Jlata {‘ / 11 .12.2025&"‘3?

2

1 roxg

Cpok neiicTBHS JOKYMEHTa

! Vka3pIBalOTCA BCE CTANMM [POM3BOJCTBA TOTOBOH JIEKAPCTBEHHON (HOPMBI 10 CTAaaHH

Hank").

2 CpOK neilcTBHA JOKYMEHTa HCUHCIIIETCA C MOMEHTA €ro BbhIJauH.
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HepachacoBaHHOH npoaykuuu ("HH






