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| Toprosoc Hanvenoranme npoaAyKunn/
Jexapersennast hopma/ nozuponka/
YIAKOBKA:

Metunpen radaersu 4 mr
(30 wr.). drakou (1). navka KapTomHias
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16.04.2026

1209 980 VHAKOBOK

(a1 3aMEHBL PErHCTPAULIHOHHOIO VIOCTOBCPEHHS
14.09.2020) 1

Hanwenosanne i aapec nepxarens
PErueTPaMoHHOro VIoCTOBepeHs:

Opuon Kopriopeditni. Gunnsans
Orionintie 1. 02200 Espoo, Finland

Hopyarusuelii 1oxyvenT:

[TNO15709/01 — 110518.
HMam. Ne 1 or 11.12.2019,
HMam. Ne 2 o1 31.01.2020, :
Ham. No 3 ot 06.04.2020.
Manm. Ne 4 o1 14.09.2020, |

Haumenosanne n ajapec nNpous3sBOJIHTCIs

(o crajmsiv [npouns 15(),-1(."!'33)

[Ipon3BOACTRO TOTOBOI |
dewapersednoii opme
[TepBusauas ynakoska

YHHAKOBKaA

¥
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Opuon Kopriopeiiuin. dunaas s
Orionintic 1. 02200 I:spoo. Finland
Opuon Kopriopeiinim. ®Ouuism, s

| Joensuunkatu 7, Salo 171-241 OO:___I-‘inlrernllc_i

000 «APMAKOP HPOJAKIII . Poceus
198216, 1. Canr-llerepSypr, Jleuniekuit npoctick:. |
1.140. anrep XK

Brinyckalonuii KOHTPoaL Kadeersa

000 «DAPMAKOP [IPOAAKI . Pocens
198216. 1. Canrr-TlerepSypr, Jlennunckuii npoctert.
1.140, rep M

Hactosums noreepsiiaio,

HTO VKajaHuas NPOJYKUHA NPOH3BEIeHa MPORKOHTPROINPOBANA B COOTBCTCTRHH ¢

ACHCTEVIONINIY TTPABMAGMI 1AL ICKHCT PO 1C TBE IO HPURTIRIE I PCOUHIHIAG PEr e ipaittonioro 1ocse.

JLORYMCHTRL B0 NPOH3BOACTEY (NPHMCHNMBIN CTALIAM)

H KOHTPOJIO KiyeeTRa NMpoRepeHsLl K ().'l(\GPL‘HM.

Jhobuie OTKACHCHIS PACCACAOBANLI & COOTRETCTBIN ¢ BHYTPCHHHMUI TROLCAYPAMI i 0108PCHB Y NOTHOMOUEH b M

JHHLUOM.
Yo/ momouennoe JHIO
000 «DAPMAKOP MNPOJTAKIIIH»
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4h PAPMAKOP
NF NPOOAKLLHH

Cepun. 2056553

PerucTtpayuoHHei?d Homap:

Kennyectso: 209 980 yn.

1968216 r CaHkr — MNeTepbypr

NenvHckud np. 4.140 nur XK

thake 812 - 655 - 02 - 17

NACNOPT KAYECTBA Ne2162

MeTunpen tabneTxun 4 Mr Na230

Adata usrotesneHus. 16.04.2021

fonen go: 16.04. 2028

PerucrtpaunorHoe ynoctoeeperue Ne [ NO15709/01 ot 06.02 2009

(AaTa 3aMeHb! PErucTPaUMOHHOrc yaoCcToBepeHun 14.09.2020)

Mpoussegeno CpuoH KopnopelluH, ®uHNsHAWA
¥nakesano: 000 «DAPMAKOP NMPOOAKLWIHY, Poccus

[ara soinonHerws aHanuaa

18 07 2021

AHANK3 BLINONHEH NO HA M NO15709/01 — 110518, Miam Ne1oT 11.12.2018, Vam. Ne2 oT 31.01.2020, Yam, Ne3 oT

06 04 2020 Wam. Ned ot 14.09.2020

HauMmeHosarHWe

TpeboBaHnA HOPMETUBHOR NOKYMEeHTaUmrm

PeaynbTaTol ananwaa

1

.. .. _hokasatened . S
Onucanue. Kpyrneie, nnockMe co CKOWEOHHLIMH KDAR MK Kpyrnuie, nnockve co CKOWB HHBIMA Kpanmu |
TabneTkk o novwtk Genoro Ao 6enoro uBeTa ¢ TabnoeTku NouTH BENOro UsaTa C PMCKOW HAE i
PUCKOM Ha OAHOW CTOpOHA. . canoh cTopore. ]
MNoanuHHocTe Bpema yaepK1MaaHMa OCHOBHOID MWKa Ha CooTaercrayaT
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MukpoBuonoruueckan
| MMCTOTa, B TOM Yvcne:

XPOMaTOrpamMmMe UCNBITYSMOrS PacTeopa A0MKHO
COOTBGTCTBOBATE BPBMEHM YABDKUBAHWA NAKE
METUANDBAHWUICNOHE HA XPOMATOIPEBMME
CTBHABPTHOMO PECTBORE METUINDEOHWIONCHE

Y® ~ GNOKTP HCNbITYEMGro pacTBopa A0NMEeH
COOTBETCTBOBATL YU — CNEKTPY CTRHAARTHOrD

CooTeeTcrayer

KAXO08 VI MHOMBUAOYAENBHBIX 3HIUEHUNA HA

1

e e L PBCTDBOPB, = SRR ) : Y i =
Cpna.nm-‘l MECCE W 114 =126 mr *19 66 mr
|-LAHOpCAHOCTL No Macce. | = 75 % } Oy -225% a0 + 4255
PacnanaemocTs. | He Bonee 15 mun _ - 4 MuH
Pacrgopenne. | iHe manee 70 % (Q) 4epes 30 mMun S1 984 %

| OAHOpoAHOGTE { = Ong 10 TabneTox AV — He Gonee 15,0 %. 38 %
| AD3MpOBaHUA | —Ann 30 re6neTox AV — He Gones 150 % v

PogcTaennkbie npm.necu

BbiXOAWT 33 NPeAens 0.75M ~ 1,26M.
Npumecu A — He Bonee 0.5 %,
NpenHuaonona — He Gonee 0.5 Y.
MeTunnpeanuaonona auataTta — He Genee 0,5 %,
Mpumecn c rlRt 2,08 — He Gonee 0.5 %,
MeTunnpeaHuionoHa aumepa (rRt 2,38) — ne
Gonee 0,5 %,

EAMHUHHO® HEMABHTUDMUMPOBAHHHOR NPUMEecH —
+e Gonee 0,2 %,

Cymma npumeceﬂ -~ He Gonea 2.0 %

Mpumecn A — 0.1 %%,

MpeaHuacnoHa — He OBKApYXEHO,
MeTunnpeaHnaonoxa aueTata — He
oGHapywano,

Mpumeck c (Rt 2,08 - 0.18 %.
MeTunnpenHuacnoHa gumepa (rRi 2,38) — ne
oBHapy»eHo,

EAAHHUYHOM HEMABHTUDHUNPOBEBHHHOR NPUMECH
- 0,18 %,

Cymma npumeceon — (.46 %,

_enpegsnerve

Obwee Yucno aspobHeix

|_MUKDOOPraHUIMoB B 1 1

Obujee yueno :\pamaux

| Escherichia coli Bir

KaTteropus 3A CeooTeaTcreyer

M4 WM CNE MEYS « CIUKKNC » MHea08s o1 (4 07 2021}
B i i =
He Gonee 1 000 Menee 10 .
e Bonea 100 Meree 10

OTcyTCcTBME

Konuuacraanaoe

He obHapyxano

OT 3.6 0o 4,2 mr/Tabn

YNBROBKA

(o 80 ao - ‘105 Yo OT 3ABNEHHOIO COLEPMBHWAY,
lepguyr n

1 Mo 30 wnin 100 Tabneroxk B nnacTukosom (N3BMN)

PNEKoHE C HABUHYMBAKUIBWCR KDbiLLKOR,
obecnmuunnioulen KOHTROMNE MNEPBOND BCKDEITWR
3 TOrO e Matepuana

Bmopuynan voaxoexs

Mo 1 dnakowy amecTe ¢ MHCTRYXUMER NG
MPUMEHEHUID NOMBLLAIOT B NaYKy M3 KapToHa.

REC -CTA-019 =7

. (98,76 %)

3,895 mr/Tabn

(HAA YNarKOgra

Nepayy,
+ Mo 30 TaBnerok B nnacTukosom (M3BMN)

© (PNEKOHS C HEBMHYWUBEKLIBMCA KPbIWKGH,

oﬁacneumﬁammaﬁ KOHTDO!b NHERROIO HOKDBLITUH
W3 TORD Wa marepuana.

Bmopuunan ynaxoerg.

Mo 1 PNeKoHY BMECTe C MHCTRYRUMEW No
NPUMEHOHWIO NOMELLGHD! B NaYxy »a KapTory

e ““‘?‘
: IO&,HHC H 076’

. %Qr .gw‘dk‘o t."'f;.
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A PAPMAKOP

Yr NPOOAKLIUH

198216 r Cankr - Netepbypr
NeHnHCKuA np. g 140 nur H<
thakc 812 - 655 -0N2 - 17

NACMNOPT KAYECTBA N2163
Mernnpea TabrneTkm 4 mr Ne30
Cepur: 2056553 Hdarta uarorosnenusa: 16.04.2021 Floaen ao: 16.04.2026
HanmeHosanme TpeGosaHua HOPMETUBHOR JOKYMEBHTALUM o PeayneraTel asanusa
NoKasaTenew o -
. Mapkupoaka. Ha_amuremx Ha_amuxemee noac,
L. TOProBCE HaUMEHOREHME M 8HO' TORPrOBOE HAaUMEHOBAHWE
| npenapara, MENAYHEPOAHOG HENATEHTOBAHHOE NpenapaTa. MexayHAROANOS HENABTEHTOBAHHOE
| HAUMEBHORAHWE, NEKAPCTBBHHYIO DOpMY, A0INPOBKY, HAWMEBHOBENWME, NEKAPCTBEHHAR apma,
| npousscauTens («Mpouzsegenc OpuoH KopnopeawH, AO3MpOBKa, NPOM3BOAMTEND («TPOKIBEABHO.
| DUHNAHAKMR OprioH KopnopeiwH, @urnsmans
| ¥Ynaxosana. OO0 “CAPMAKOP NPOOAKWH", Poccus»), | ¥nakoeano: 000 “DAPMAKOP MPOOAKLLH",
] N
noraTun upMo: { 31-?«'-";, NoroTvn NPeAnpPUATUR, Poccusan). norotun chupmer ( Wm ). noroTun
OCYWBCTENAOWEro yNakosKy, HEMMBHOBANWE M NPEANPHATHR, OCYLLOCTBNAIOLLOIC YraKkoaKy,
CoAepXaHne AedCTBYICWErD BOWECTBA B OAHCH HBNMEHOBAHWE M COABRMAHWE A8AGTRYIOWB0
i TabneTke, COABPMAHME HANONHUTENS {«q.8.n), BalLecTsa B oaHoR TabneTke, conepxanue
] KONu4ecTBo TabneTox B yNakoeke, HOMED Capun HanonHuTenen («q.s »), konuuecTao tabnetox o
| («Cepun»), AaTY NnpouIeoacTsa («MaroTaos. »). cpox | ynakoexke. Homep capuu («Cepur ») narta
! ‘ roaHocTy («caen go:»), yenosus XPEHEHUA, | Npou3soACTEa («MIrOTEOB. »), CPOK MOAHOCTH
| NpenynpeauTencHY Haanucs «XpaHnTe 8 HELOCTYNHOM | {«loaen 4o »), YCNOBWMA xpDaHaxua
i ANA aaTal mecre », 32aBOACKORA(-ME) XKOAa(-bl) YNaKonKm | NPeAYNPDenAMTENbHERN HAANMCH «XDBHWTL 8
| Qimﬂammuggmﬁmq&m. | HELCCTYNHOM aAnR aeTewn MecTa W, IEBOACKME KO
| Toproboe HammeHosanmne NRENBPATE, MEXAYHEPOAHOE | YNBKOBKA.
| HeMNAaTeHTOBAHHOE HEUMOHOBAHWE, NBKBPCTBOHHYIO ! MW&EKQJ_{Q“@Q({QJ,{ AJBIKE yYKOIEHG
| hopmy, AOIUPCBKY, NDOM3BOAWTENR («MNpounasegeHo TOProBOe HAWMEeHOBaHWe npenapaTa,
OpvoH Kopnopeniuw, DUHNRHAUR Ynakosano: Q00 MEMUYRABDOOHOE HONBTEHTOOBHHOS HBWMEROBAHUWE,
“DAPMAKOP MPOOAKWH", Paccus Anpec nexapcreeHHan hapma. L03Mposka,
npaussoncTaa 198216, r. Cankr-Merepbypr. leHuHCKua npouasoauTans («Mpanasenerno Qpuon
np.. 4. 140, nuT. XK. Ten: (812) 677-89-82 Kopnopeaww, GuHisrans Ynakosasno OO0
ﬁ—; *DAPMAKOP MPOAAKIWIHT, Poccus Aapec
WWW.pharmprod.rus), naroTun dupme: (« 2-: »), npovaeoacTea: 198216, r. CawnkT-[leTepbypr,
! NOroTUn NpeAnpUARTHUA, CCYWeCTUNRIOWera ynakosky, Newunckud np., o 140, v, XK. Tean. (812) 677-8%
' | HaMMEHOBaHKE n copnepKanue AedCTRYIOWeEro BewecTea | 82 WWW . Dharmprod run ), NOroTm hMptil
! B OAHOA TaGneTxe, coAepMaHMe HEMNCNHMTANeH («q.s.»), »N
CNOCOE NPUMBKEHUR, KONMYeCTBO TaBNeTaxK B YNaKorxe, (« %), NOrOTAN NPELNPUATKNH,
Homep cepuu («Cepusi»), aaTy npoussoacTea — OCYWACTBNAKWISIO YNEAKOBKY, HOUMMEHORAHKE W
(«WM3roTos. »), cpok roaHocTH («Foner ao »), cofepxanve NeACTBYIOWAro BAUWECTAE B OAHOR
| NPEAYNPEANTENLHLIE HaANUCK («MPUMEHATL cTporo na TBONOTKE, CORBPKANME HANOMHUTENoN {«q.s.n},
HAJHEYEHUIO Bpavar, «XpPaHUTL O HELAOCTYNHOM 4NA CHOCO0 NPUMEHBHWA, KOMWHBCTRO TabneTox a
ABTER MecTa », «HEe NprMeHATL MO MCTEYBHUM CpoKka ynakosre, nomep cepun («Cepun.»), asTa
i FOAHOCTH, YKAlaHHOr0 Ha yNakoske.», « CoaepMuT npounssoacToa («Marotos »), CPax ronHOCTU
NAKTO3bI MOHOMMAPAT?), WITPHUX-XOA, («loaer no»), NPeLsyNpesMTenbHele HRANWGK
| J8PerMCTDUPOBBHHLIA NPEANPHATHEM, («MPUMEBHATL CTPOrO MO HAIHAYSHWIO Bpauan,
OCYWeCTaNRIOUWMM YNIBKOBKY, YyCNOBMA XpaHeH1s, “«XPEHUTE B HEAOCTYNHOM ANs AeTen mecrte.», «He
YCIOBUR OTTIYCKA, HOMEP PEruCTRELKUONMHOrD NPUMEHATE NOC UCTEYBHUM CPOKA FOANHOCTH,
YAOCTOBEPBHUA B PO, 38BOACKOW(-Me) KoL(-w) ynakosku, YKE3AHHOMC Ha ynakoske.», «COADPMUT NaKTO3b
MOMET GbiTe HEHBCOHE MHGOPMBLWA ANR MOHWTORWHIE MDHOFMAPATY), WUTPWUX-KOA, 38PErMCTRUPOBEH HEsi
ABWXEHWA NeKBPCTBEHNOMD NpenapaTa. NPEANPUATHEM, OCYIECTBNAIOWMM YNEKOBKY,
i Pacnonoxenue sascackux xoaos ynaxoaxu YEMOBUH XDHHENNA. YCNOBWA OTNYCKE, HOMED
1 [ wHboPMaUMu ana MOHUTODRWHIE SUHKEHMS | PETUCTDAUKMOHHOTD YAOCTORBDE AR B8 PO,
{‘ NeKEPCTBEHHGIC NPEenapaTa NOCEPUAHBLIX AAHHLIX HE | 28BOACKMB XOALI YNakoskwn Harecena MHDOPMELMH
| BIOPAMHOR (NOTPeBUTaNnLGKOR) YNAKOBKE MOXKET | ANN MOHATORWMHIE [1BWIKEHR NexapcTaaHoroe
| MAIMEHATLCH | npsnapava
| XpaHenue l APaHUTL NpK XpaHeHWa Npw yemneparype ot 15 g0 25

{.Cpok roprocTn
BakniodeHune:

neparype or 15 a0 25 ©
.8 ner. —_— 3

TpaGosanuam HI N NO15709/01 — 110518, Mam. Ne1 ot 11
OT 06.04.2020, HUam. Ned ot 14.09.2020 COOTBETCTBYET.
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