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AHAJIIMTUYECKHH IIACTIOPT M 259 Poccus

KOPTEKCHH®, nnodunnzar nas TIPHTOTOR/IEHHS PACTBOPA A5t BHYTPUMBILIEYHOTO BBeneHnst, 10 mr

Crpana-nipoussoiutens:
Homep pervucrpaumonnoro
YAOCTOREPEHMS:
Ho3upoBKa/akTHRHOCTL,
JlexapeTBenHan opma;

Pasmep 1 Tun ynakosku:

Homep cepun:

Konuectso ynarosox B cepun:
Hara npowssoncrsa:

Tozewn no:

Tpou3ssoanTens nekapcTBeHHOro
CPeiCTRa (Haseanue u adpec npousseod-

cmeenn ol naoujadicu):
Bropuunas ynakosia;

HpOilBBO,E[CTBCHHaﬂ niaowaigka:
MNpoussoncTeenHan uuensua:

BalCJ?TO‘IeHHG 0 COOTBETCTBHH NpPoH3BO-
AHTENA TEKAPCTBEHHBIX CPEACTR Tpe-
Gopauuam IMpasun Haznexalueii npo-

H3BOJCTBEHHOM NpaxkTHKM:

HeHcTBurens bl 10:

Kownrpons nposenen va cootsererame:

Poceniickast ®egepanns
P N003862/02 ot 30.06.2009 .

Kopterccnua 10 mr

JHOPHIMIAT A/ NPHIOTOBACHHA PACTBOP2 A/l BHYTPHMBILUEYHOTO BBeje-
HHsI

10 5 (p:1aKOHOB B KOHTYPHYI0 STUCHKOBYIO YNIAKOBKY M3 NVICHKH MOMHITHIECH-
Teperanatuoii u Goabru AIOMHHHEBOH, N0 2 KOHTYPHBIE STYHIKOBbIE yna-
KOBKH ¢ HHCTPYKUHEI M0 HpuMeHeHHI0 B MAYKY H3 KapToHa

1400320

7 361 ynak.

26.03.2020 r.

26.03.2023 .

000 «I'EPO®APMS, Poccus, 196158, r. Canr-Tletepbypr, Mockoscikoe
uocee, 4. 13, ant. BJA

000 «I'EPODAPM», Pocens, 142279, Mockoscercas 00.1., ropoackoif OKpyr
Cepnyxos, paGouuii nocenoic OGonenck, Teppuropns «Keaprtan An, etp. 5
000 «I'EPODAPM»

Ne 00107-JIC oT 25 urons 2019 roaa

Ne GMP-0037-000406/19 ot 28 aerycta 2019 r., npukas Ne 3226 ot 28.08.201 95
Ne GMP-0037-000405/19 ot 28 aBrycrta 2019 r., npukaz No 3220 ot 28.08.2019,
No GMP-0037-000407/19 o 28 aprycra 2019 r., npuicas No

3240 or 28.08.2019,

BblAaHHbIe MHHHCTEPCTBOM NPOMBILLIEHHOCTH | Toproeiu Poccuiickoii Me-

Aepaunu,
06 mous 2020 rona
P N003862/02-180918, uzm. Ne1 ot 21.08.2019

Hanmenosanie noxasarencii

TpeGosanus HOPMATHBHOI 10 KYMelTA T

Pe3y/bTATBI nenniTami

Onucaine

Jlnodunusnponannnili ropowor mwin fopHeras macca Genoro uny Ge-
JIOTO € HeTODATLIM OTTEHKOM LIBETA,

JlodummanpopanuLii nopourox
6ernore ¢ sxenTopaTsIM
OTTEHKOM LBeTa

TowmunoeTs:
A, [TenTua

B. ApomaTnuecxue ammrioxtenorn

Oxpauisanue pacraopa MPENapaTa i CHHE-(IHONCTORLIH UBeT B NMpUCyT-
CTBUH OHypETOBOro peaiTHoa.

Y®-cnexrp nornowenus PacTBOpa npenapara B o61acT MY BOJIT OT
250 o 300 um pomken umers MAKCHMYM MPH (275%6) 1M,
CoorHowenue onruseckux nnoTHoCTeH A215/Aze0 DOMKHO GBITH He Me-

Ioatsepiaena

A max =275 um

Hperrocts pactaopa

L

Hee 1,0, 1,3
B. I'muuwun I1a xpomarorpamme HenbTyemoro NpEeNapaTa A0MmKIO MOABHTHCA TATHO
L Ha YPOBHE IATHA PACTBOPA CTAHAAPTHONO obpasua rnuuuna, (TCX) CootBerctnyer
Bpena pacrsopenis CoaepsinMoe (akona gomkio PACTBOPATLC: MPH BCTPAXHBAHMK B -2 CooTpercrayer
MIT BOAbL A rvelni, 0,9 % pactaopa natpus xnopuza, 0,5 % pac-
TBOpA NpokauHa B Tevelike e Gonee | My, (Buayanshit, xponomern-
puHecKuii)
Ipospautiocts pacrpopa Homxey 6urro npoapaumbim. (T'd P, ODC,1.2.1.0007. 15) Tpospayen

Oxpacka nensiTyemoro PACTBOPA HEe A0MKHA NPEeBLIMATL ITAIOH Yo,
(' PO, OPC.1.2.1.0006.15, Metox 2)

Metee aranona Y

pH pacraopa O75,0 510 6,6 (pacrop, HNPHUTOTOBACHHLIR A8 HCTILITAaHM Ha «[Tpospau- | 6,1
HOCTLY, (]'Io'renuuomeprzectcoe onpeacnenue, ro P,
0DC.1.2.1.0004.15)

[oreps B Macee npu buicywnsaunn | He Gonee 10 %. (T'h P, O®dC.1.2.1.0010.15, crocod 1) 3.4 %

MBXEIH!—!‘[ECKHE‘ BICIOYCIHA;
- BHAHMLIC

- HEBHANMDBIE

Momxen suiaepskusary TpeGosarms aas 1PerapaTos, NPeanasHaYcHIbIX
AN BHYTPHMBILLEUHOTO BRCACHHSA. (F'D P, O(DC.I.4.2.0005.15)

B oanom (aarone;

- CpCAHee wHeNo yacTHi pasmepom 10 mim u Gonee e npessitiact 6000;
- CPEAHCE “IHCIO YaCTHLL pasmepom 25 MxM K Gonee 1e npeneiaer 600,
(Cuerno-(horomerpuueckuii, Fd P®, ODC.1.4.2.0006.15)

Boiaepacunaer

36 w/gnar.
0 w./ihnax,

Balﬂ‘cpl'lﬂilbllblc IHUOTOKCHHEI

He Gonee 35 ED/wr, (Tens-rpom6  Tecr (meron A), I'd P,
OWC.1.2.4.0006.15)

Menee 35 E3/mr

Crp. 1u32




mommwas TOKCUHMHOCTh Jo:sken ObITh HETOKCHYHDIM, (I'd Pd, ODC .1.2.4.0004.15) i Hetoxcnuen _i
['CrepuibiocTts TlomKen ObiTh CTepibHbM. (MeToa semBpannoil fusTpauu, F'® PO, CrepiieH
OMC.1.2.4.0003.15)
BhicokoMoseky s pible Gerkit IHa xpomarorpamMe HCMBITYEMOro pacTsopa J0.LKHEL oreyrersosath | COOTBETCTRYCT
| I ipHMecedi, BpeMs YACPKUBAHIA KOTOPBIX MCHEE BREMEIN YICPAH-
| paaus kA Beka-Mapkepa - unroxposa C. 410 NOATBEPAACT OTeyT
cTaMe BEIKOB ¢ MOTEKYAPHOI MACCOH CBbILE 12300 da. (DKCKIHZHOH-
wast BOKX, [P PO, OPC.1.2.1.2.0005.15) !
O 1H0pOAHOCTS A03HPOBAHIA B coorsercreun ¢ TpefoBanmaMu (AV=13). (e Pd. CooTeTcTBYET
OdC.1.4.2.0008.13, cnocod 2) n=10
AV=235%
i Cofepikaiiie BOIOPacTBOPHABIX 110- Cozepwanye BOAOPACTBOPHMBIY MOAHTISITHACR BO haaxone JoAHO | 3.5 MU
| IUNenTiaoB Buitb 0T 3.0 210 7.0 mr. (Cuexrpodioroverputieckiii)
(Kommecmuuue OrpeeieHIe ConepkaHie KOPTEKCHHA B0 QIaKOHE AOIKHO Bbrrh 0T 8.5 40 11,3 ar. [ 10,1 mr
(CriexrpopoToMeTpHHecKiit) 1 |
Buooriueckas akTHBHOCTS Tipenapar c4HTAIOT GHOTOTIYECKH AKTHBHUBIM. CC.I wisteke twiomaau | Ha 25 % 60ib1e KoHTpOaA

TKAHH KOPbI FOJORHOMO MO3A NOCIE Ky IFTHBHPOBARMA C AoGaBITCHUEN
SKCTPAKTA KOPTEKCHIE B KOHUEHTPALL 20 mr/s we Menee, yesm Ha 20
9% GosIbIIE MHASKCA MUIOMAIH B KOHTPOIE, {(Buonoruseckiii)

VIdkoBKa Tlo 22 wr auoduawsata Bo (uiakomsl 13 GECUBETHONO CTEKIA prtecTisto- | [0 22 mr nuotunnzata 8o Quia-
CTblO 5 ML, }'K}'HOPCHI'IMC npoéka.\m PEIHHOBBIMH H OOKATAHHBIE KO.1- | KOHBL H3 QEeCUBLTHONO  CTEKNA
fAvKAMI QTOMHEEHEBRIMI ¢ OTPBIBHOH NIECTHKOBOI HAK/IAAKOIT OpaH- | BMECTHMOCTLIO 5 M1, YKYTIOpEH-
ACBOTO UBETA. HBIC npoﬁﬁamn pC?HHOBhIMM n
OOKATAHHBIE KOMMAMKAMH ali0-
MHHHEBBIMH C U'I‘]’Jl:lBHO]Ti nracTH-
KOBOII  HawaIkoll OpaHKeBoro
1BeTa.

[Mo 3 rakoHOB B KOHTYPHYIO A4eiKORYH) YIIAKOBKY H3 FTICHKH NOMBH- Mo 5 (rakonos B KOHTYPHYIO
HIUTXTOPIAHOM i pomoTHIeHTepe(ranaTholl 1 GoIBrH ATIOMHEHC- SUETIKOBYIO YIAKOBKY M3 (ICHKH
BOT. nosyTuenTepedranatiol M
omnrn amOMHHHEBOLL.

Tlo 2 kouTypHBIE F4eifKOBRIC ¥YNAKOBKH ¢ HHCTPY Kueit no npusereniio | [lo 2 KOHTYpHbIC auelikoBble

B [I4KY M3 KapTOHa. YHAKOBKI ©  MHCTPYRIWCH 110
MPUMEHEHIIO B OA¥KY H3 Kap-
TOHE.

MapkHposka [Tepairunas ynaxosKa ICKapeTBEHIONO nperl apata CooTBeTcTRYET ‘

| Ha ytrieTke (pIakona yraseiBaior HAMMEHOBANNE ACPIKATE S PerHeTpa-
[IMOHLOTO YAOCTOBEPEHMs, TOProBOC HAMMEHORAILIE JICKAPCTBEHHOTD
lipenapara, NPEAYIPEAUTEILHYIO MAPKHUPOBKY ®. ACKIPCTBCHHYIO
dopMy. KOMIMECTsO IefCTRYIOUIETO BEUEETsa & Mr, GapMaKoL. HoMep
CEpHH K CPOK FOLHOCTH.

[a OTPHIBHYIO [UIACTHKOBYIO0 HAKTUIKY KOIIAHKI ATOMUHLBCROTO HUHO-
cat pensedHyio HAAUCH «EPODAPM».

Bropiutias yIAKOBKA TEKAPCTREHHOTO Npenapara CooTseTcTBYET
Ha nauke yKasblBaioT HAHMCHOBIHHE, ToRAPHBT 3HAK. axpec, tenedorn 1
dake mepiaTens PerHCcTPALOHHOTe YAOCTOBEPEHHA, TOPFOBOE HAHME-
HOBAHHE TeXAPCTREHIOTO PENApaTa, NPEAYNpEITERHYIO MAPKHPOBKY
®, CPYIIHPOBOYHOE HAWMEHOBANMHE, JISKAPCTBCHHYIO (opmy, KosuHe-
¢TBO AeHCTRYIOIMCTO BEMIECTRA B MT, KOTHUCCTBO duIaKOHOB B MIA4KE, CO-
cras, «CTepHIbHOY, YCIOBHA XPAHCHIA, YCIOBIA oTnycka, «Xpaunts B
HELOCTYITHOM /U8 AeTeil MECTeh, HOMEP PETHCTPAILIOHHOTO YA0CTOBEPE-
Hitst, WTPHXOBOI Kozl, (iapmakoi. Lipndrrom bpaiina pa nayxy HaHOCAT
HHPOPMALHIO CKOPTCKCHH 10 sir». Ha jmuesyio CTOPOHY [1aHKH Halk1en-
BAIOT TOIOTPAMMY.
Ha nadky HaHOCAT KOHTPObHBI HACHTIHGUKALHON HbIT 3HAK (aByxmep-
HBIH HITPHXOBOI KoL),  TEKET. AyGanpytouni HHpOPMALILED, 3aKOANPO-
BAHHYKY B HEM (unerTuduKalnoHbii HOMEP. HHAHBHAVATLHBIT cepuii-
Hbill HOMep BTOPHYHOH ¥TAKOBKH. HOMEp NPOH3BOICTREHHON CEPHH.
J1aTa HCTEUEHHS CPOKA TOIHOCTH}.
Ha (onsre aoMHEHEBOIT YKA3LIBAKOT HalMEHOBAHUE JICPKATENS per-
CTPALMOHHOIO YA0CTOBEPEHHS, TOPrOBOe HANMEHOBIHIE JICKAPCTBEH-
HOTO NPENapara, MpelyPeanTeIbHY MApKHPOBKY ®, ACKAPCTBEHHYIO
opmy, KoanHecTso AeliCTBYIONIErO BEILECTha B MI-
MapKHpOBKa TPAHCTIOPTHOI Tapyl B coorperctann ¢ F'OCT 14192-96.
XpaHeHHe B 3alUALEHHOM OT CRETA MCCTe [IPH TEMIIEPATYPE HE BLILIC 25°C.
{poK TOJAHOCTH 3roaa

e

gt npenapar KOPTEKCHHE, anodrasaT LIS APHIOTOBR/ICHHA PACTBOPY LI BHYTPHMBULEYUHOTO BBEAE-
fefelRyeT TPeGOBAHMAM HOPMATHBHOTO JIOKYMEHTA P NO03862/02-180918. wam. Nel o7 21.08.2019

Topaeesa A 1O,

Crp.2u3 2



) Sanonusemas chopma
oy 1 PASPEIINEHUHE HA BBIITYCK
i i ' 3 ~
CEPHH I'OTOBOH INPOAYKLHUH L
T TEPOODOAPM Ne 449-2020 AYKLL COTII-OK-0164-018/03/3d1
Juer 1 m3 1
HanmenoBanue npoaykra KOpTeKCHH@, auoduIMaT  JUIs  IPUCOTOBIEHAS
(nazBamnue, 1030POBKA, GopMa BLIMYCKA) | PacTBOpa Uil BHYTPHMBIILCUHOrO BBCACHHUs, 10 mr
(draxon) 22 mr x 10 (mauka kapToHHAs)
Ynaxkoska (meppHYHAsT, BTOPHIHAS) DiiakoHs! (5), yIIAKOBKH A4eHKOBBIE KOHTYpPHbIE (2),
IAYKH KapTOHHbIE
Homep cepun 1400320
Pasmep cepun 7324 ym.
Jdara npow3BoacTBa 26.03.2020 r.
Iomen o 26.03.2023 r.
Baagenen permcrpamunoHHOTO 000 «'EPODAPM», anpec: Pocens, 191119,
y10CTOBEpeHH s r. Canxr-IlerepOypr, yi. 3senuroposickas, u. 9
Ipousseneno 000 «I'EPODAPM», Poccus, 196158, r. Canxr-
[leTepOypr, Mockosckoe wocce, a. 13, nur. BJI
YnakoBaHo 000 «T'EPODAPMy, Poccus, 142279, Mockosckas 0671.,
ropozckoit okpyr Cepryxog. pabounii nocenok OGonenck,
Teppuropus «Keapran A», ctp. Ne §
Boinyckawimui KOHTPOIb KAYeCTBA 000 «T'EPODAPM», Poccus, 196158, r. Caukr-
[MTeTepOypr, MockoBckoe wocee, . 13, aut. BJI

HacTosium morBepikIar, ITo MpHBeeHHas B¢ HH(pOopMalHs ABJIsSIeTCs IOCTOBEPHOMH H
TOUHON. JlaHHAsT cepusi MPOJAYKIHU NpOou3BeleHa (BIUIIOHAS YHAKOBKY/MapKMPOBKY M KOHTPOJE
KAueCTBA) HA BbIIEYKAa3aHHOH MPOU3BOJACTBCHHOH IUIONIAJIKE B [OJHOM COOTBETCTBHH C
tpebopannsivu  [lpaBun  mazanexamiell  MPOM3BOJCTBEHHOW — MPAKTHKH,  JHIEH3ZMOHHBLIMH
TpeGoBaHUAMM, a TaKke B COOTBETCTBHM €O  CHEUH(pHKAnMIMP, COJEpPKAIIUMHCT B
PErHCTPAIMOHHOM JIOChe. 3amucH MO TPOH3RO/ICTRY, YHAKOBKE W AHATH3Y TPOBEPCHBI U
YCTaHOBJICHO MX cOOTBeTcTBUE TpebopanusaM llpapun Hajtekamieil NPoM3BOACTBEHHOH MTPAKTHKH.
Jlarnas cepust HPOJIYKIHHU:

PA3PEHIEHA K BBITIYCKY
cﬂﬁm%gm'_ Loy,
ﬂ%ﬁg h 0€ JIHI0: Iloamuce: Jara:
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