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Mpunoxexnune 1

O0wmecTBO ¢ OrpaHU4YeHHOH 0TBETCTBEHHOCThIO ""Jjiiapa"
601122, Bnagumupckas 06:., [letymnHckuii paiioH, r. ITokpos, yi1.
®panua UltonsBepka, nom Ne 20 Ten./daxkc: +7 (49243) 6-41-69

Pa3spemenue Ha peasu3anui0 roroBoi mpogykuuu Ne 422

ToproBoe HaHMeHOBaHHe: HHBEKTPAH®

MexnyHapoaHoe HenaTeHTOBaHHOe

HaHMEHOBaHHe: ' Xonopoumuna cynvgham

JlexapctBeHHas (opma: pacmeop Ons BHyMpUMbIUEYHO20 U BHYMPUCYCMABHO20 88€0€HUS

Jlo3upoBka: 100 me/mn

®opma Bbimycka: PAacmeop ONA 6HYmMPUMbIUIEYHO20 U 8HYMPUCYCIMABHOZ0 BBE0EHUA
100 m2/mn (amnyna) 2 ma % 10 (nauxka kapnionxas)

Homep cepuu (naptuu): 160326

O6bem cepun (mapThH): 22 417 ynaxogok

Jara npou3BoacTBa: 29.03.2026 2.

TopeH po: 03.2029 .

HaumeHoBaHme u anpec NpoM3BOAUTENS: Obwecmeo ¢ oepanuvenHol omeememeentocmoio "Annapa"” (000 "2anapa”)

601122, Bradustupckas o6n., [lemywunckuii paiion, 2. [Toxpos, yn. @panya
Llmonveepka,dom Ne 20, cmp. 2 (Bce cmaduu, 8kaiouas 6binyckaioujull KOHMponL Kavecmaa)

Homep u nata perncrpauuoHHoro

YAOCTOBEPEHHUA: JIT-Ne(001781)-(PI-RU) om 08.02.2023 2.
HoMmep HopMaTHBHOMH JOKYyMEHTaLHK: JIT-Ne(001781)-(PI-RU)-060225
HaumeHoBaHue 1 anpec aepxarens PY: Obujecmso ¢ ozpanuuenrotli omeemcmeennocnio "dnnapa” (000 "Sanapa”)

601122, Bradumupckasn 06a., [Temywunckuii patiow, 2. IToxpos,
ya. @panya [llmonveepka,dom Ne 20

KonuuectBo ynakoBok B 1 rogposiuuke: 100

KonnuecTBo ropposiinkos B cepuu: 224 *100; 1 *17

[Tacnopt kauecTBa Ha rOTOBYIO MPOAYKLHIO
(Ne, narta Beigaum): 16 om 20.04.2026 2.

AHaNUTHYECKHUH JIUCT Ha
cy6cranuuio (Ne, aarta sbigaum): Ne 103 om 15.04.2025 2.

Homep obGa3atenbHOro JokymeHTa 06 ouenke
perucTpaumm COOTBETCTBUSA (BHYTPEHHHI
uaeHTH(HUKaTOp)/naTa 3anucu

8 AUC Poc3npasnansopa: W17 7 e WP .é/// P (D& 222

Ynocrosepsio, UTo RaHHAs cepHsl JICKAPCTBEHHOro CPeACTBa cooTBeTcTBYeT TpeGoBannam HJI JITI-Ne(001781)-(PI-RU)-060225,
TpeGoBaHMAM, yCTAHOBJIEHHLIM NPH €ro perHcTpauun i TpeGoBaHHAM Ha[JleRalueli NPon3BoACTBEHHOI npakTHKH EBpa3niickoro
IKOHOMHYECKOro C0I032. . T

YNosHOMOYEHHOE JIULO MO KAaYecTBy: Ilonakosa A.P.
(®HO)

Jlata Bblgaun paspeLieHus =

Ha peanu3aumio: P2 D4 P02 A F /

MepepaH yepes [nagok 09.10.2026 16:50 GMT+03:00;
7¢32f22c-79e1-4edf-95b7-20981dcc38ec
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®05-COIT-OKK-017

000 «Jaaapa»

PA 601122, Bradumupckas o6, 2. Ilokpos,

ya. @panya LlImonveepka, oom 20
men./paxc’ (49243) 6-42-22, 6-42-24

INACIHOPT Ne 16 ot 20.04.2026 1.

HaumenoBauue: MHBEKTPAH®

MexayHapoaHoe HeMaTEHTOBAHHOE HaHMe- XounnpouTuHa cyspar

HOBaHHe:

JlekapcreenHas opma: PacTBOP /1Sl BHYTPHMBILLIEHHOTO ¥ BHYTPHCYCTaBHOIO BBEACHHS
Jo3uposka: 100 mr/mMn

®opma BbINYCKA:

Homep cepun:

Ob6bem cepuu:

JlaTa npou3BoACTBA:
AHaJIn3 BbINOJHEH No:
IpoTokos ananu3a:

PacTBOp 115t BHYTPHMBILLEUHOr0 W BHYTPHCYCTaBHOro BBeneHHs 100 Mr/ma (amnyna)

2 mnx 10 (nauka kapTOHHas)

160326

22 417 ynakoBok

29.03.2026 .

HJI JITT-Ne(001781)-(PI'-RU)- 060225
Ne 422 ot 20.04.2026 r.

Haumeuoaau::e TpeGosanusi no HJ{ PesyabTaThl aHanu3a
nokasareJieii
Oiticatie TMpo3spauHblif GecUBETHBIHA MK CO CErKa KEJATOBATHIM TTpo3pauHblii CO Cierka KeIToBaThIM OT-
OTTEHKOM PacTBOp TEHKOM pacTBOp
HaenTuduxauns: Peakuus npoaykros ruaponusa ¢ 0,1 % pacTsopom kap-

Xonooumuna cynvpam

Memunnapazudporcubensoam:

6azona

Yepes 15 MuH 10KHO Pa3BHUBATLCS PO30BOE OKpalliKWBa-
HHMe, niepexosiiee B TeHEHHE 2 HacoB B pO30BaTo-
(hnonerosoe

ITonTBepxaeHo

Ha anextpo()operpamMme UCOLITYEMOr0 pacTBoOpa, noso-
)KEHHE OCHOBHOrO MATHA 0JKHO COOTBETCTBOBATH MO-
JIOXKEHHIO OCHOBHOTO MATHA Ha JnekTpodioperpamme
CTaH[apPTHOr0 pacTBOpa XOHAPOUTHHA Cynb(aTa HaTpHUs

CooTBeTCcTBYET

Bpems yaepkuBaHus OCHOBHOIO MUKa Ha Xpomarorpam-
M€ HCMLITYEMOro pacTBopa, MoJy4eHHO# NpH KoJHye-
CTBEHHOM OfIpe/eIEeHHH, JOJDKHO COOTBETCTBOBATh Bpe-
MEHH YAEPHKHUBAHUA NIHKA MeTHANaparuapokcubensoara
Ha XpOMaTorpaMMe pacTBopa CTaHaapTHoro obpaiua

CooTtBercTBYET

Ipo3pauHocTs [penapar nojkeH ObiTh NPO3payHbIM [1po3patHbiit
[Ipenapar a0oKeH BLIAEPKUBATH CPABHEHHE C ITAIOHOM
LiBeTHoCTH Y? par & acp P BrinepxuBaeT cpaBHEHHE € ITAJIOHOM Y6
pH Ot 6,0107,5 7.3
MexaHn4ecKie BKAIOYEHHS Mpenapar aomKeH BuLaepAHBaTh TpeGoBaHHs Brinepxusaet Tpe6oBaHua
-GUONADBIE YaCHULbl Konuuecrso yacTuu:
-HeGUOUMbIE YACIULbI - pasamepom >10 mkM He 6onee 6000 B 1 ammysne 28 u/amn.
- pa3MepoM > 25 MkM He Gonee 600 B 1 amnyne 4 y/amn..

IMpumecn
Beaok

Peakitus ¢ pacTBOpOM TPUXJIOPYKCVCHOR KHCOTbI
He nomxkiio 6biTh NOMYTHCHHS pacTBopa

[MoMyTHeHHE OTCYTCTBYET

H3Bnekaemblii 06LeM

[Mpenapat n0/KECH COOTBETCTBOBATL TPEOOBAHHAM
He menee 2 M

2,04 Mmn

Bam‘epnanbnue JHAOTOKCHHbI

He Gonee 1,75 ED Ha | Mr XoHapouTHHa cyb(paTa
HaTpHs

mexee 1,75 ED Ha | Mr XOHApOHTHHA
cynb(hara HaTpus

AHOMaJibHas TOKCHYHOCTb [Ipenapar n0JukeH ObITh HETOKCHYHBIM HerokcuyieH
CrepHabHOCTh [Tpenapar no/keH ObITh CTEPHILHBIM Crepunex
KosuuecTBenHoe onpeaeneHue:
BER Ot 0,45 no 0,55 mr B 1 Ms1 npenapara
-Memunnapazudpoxcubensoama 0,52 mMr/ma
Ot 0,4 10 2,2 mr B | Ma npenapata 1,8 Mr/mn

- Hampua oucynsuma
-XoHopoumuna cyavhama

ot 90,0 10 110 Mr B 1 M21 npenapara

100,1 mMr/mMn

Onucanue
YNaKkoBKH

[Mo 1 unu 2 M B ammynbl C TOYKOH MAM KONBLLOM M3/I0Ma HEHTPAILHOIO
crekna mapkd HC-3 unu crekna ¢ KjaaccoM COMPOTHBACHMS THAPOIU3Y
HGAI (nepBblii ruapoNHTHUECKHIA).

Ha kaxayio amnyny HakJE€HBAIOT ITHKETKY M3 OymarH s nevyaTd THMO-
rpadckoii, WMAM nHcHEH, MM ITHKETOYHOH, MM CaMOKIEALIEHCS, MM
HAJMUCH HA aMmyJie HAHOCAT MeTomoM rny6okoii uau CTpyHHOH neyatu
6BICTpO3aKpeNIAIOLIEHics KPackoi I CTEKASHHBIX H3ACIUH.

5 aMnyJ IOMELIAIOT B KOHTYPHYIO A4EHKOBYIO YNaKOBKY M3 IJICHKH MOJHUBHU-
nunxnopuaroit (MBX) c donbroii anomuuuesoit, uan camoknesweics
nieHKo#, unu 6e3 (oabru U NICHKK.

| ¥m 2 KOHTYpHbIE YEHKOBbIE YTAKOBKH BMECTE C HHCTPYKLIHEH MO npume-
HEHMIO MOMELIAIOT B MaYKy U3 KapTOHA JUIsl NOTPEOUTENLCKONH Taphl.

S uau 10 aMmyn BMeCTe C MHCTPYKUHEH MO MPUMEHEHHIO MOMELIAIOT B naYy-
Ky W3 KapTOHa [T NOTPEOHTENLCKOH Taphl C rO)PHPOBAHHBIM BKJIANLILLEM.
Ha nauky DOMONHMTENLHO HAHOCAT JBE ITMKETKH 3alUMTHbIE nepdopupo-

[To 2 Mn B amnynax HEATpaNBLHOro CTEKNa
C KJIaCCOM COMPOTHMB/IEKHS THAPONH3Y
HGA! (nepssliit ruIpoNUTHYECKHH) C TOU-
Ko#l H3noma.

Ha kaxxayio ammnyJly Hak/ieeHa 3THKETKa
caMoKJIesancs.

5 amnyn NOMELIEHBI B KOHTYPHYIO A4€H-
KOBYIO YMaKOBKY M3 MJICHKH MOJMBHHHII-
xnopunxoii (MBX).

2 KS1Y BmecTe ¢ HHCTPYKLIMEH MO fpuMe-
HEHHIO MOMEILCHDI B NAYKy W3 KapTOHa
JU1S MOTPEOHTENBLCKOH Taphl.

DTUKETKHU KOHTPOJIS MEPBOr0 BCKPLITHA HE
HAHECEHB.

MepepaH yepes [nagok 09.10.2026 16:50 GMT+03:00;
7¢32f22c-79e1-4edf-95b7-20981dcc38ec
CTpaHuuya 2 ns 4




®05-COIT-OKK-017

000 «Qnaapa»
601122, Braoumupckas obn., 2. Ilokpos,
yn. @panya LlImo.aveepka, dom 20

men./ghaxc (49243) 6-42-22, 6-42-24

BAaHHBIE M3 MOJIMIPONUICHOBOIO BYOCHOOPHEHTHPOBAHHOIO MaTepHalia C
MOBEPXHOCTHBIM MOKPBITHEM (KOHTPOJIb MEPBOrO BCKPBITHA) MM HE HaHO-
CAT.

YnakoBka 415 CTalMOHapoB

4, 5 unn 10 KOHTYPHBIX AYEHKOBLIX YMAaKOBOK BMECTE C MHCTPYKLMAMH MO
NPUMEHEHHUIO B KOJIMYECTBE, PABHOM KOJMYECTBY KOHTYPHBIX AUEHKOBBIX
yNaKoBOK, MOMELLAIOT B MayKy U3 KapTOHa A5 NOTPeGUTENbCKOM Tapbl.
C.21

50 unu 100 KOHTYpPHLIX S4EHKOBBIX YNMAaKOBOK BMECTE C MHCTPYKLHMSMH IO
NPHUMEHEHHIO B KOJHMYECTBE, PABHOM KOJHMYECTBY KOHTYPHBIX SUEHKOBBIX
yNaKoBOK, MOMELLAIOT B KOPOOKY U3 KapTOHa rod)pHpoBaHHOTO.

Kaxxayio KopoOKy OKNIEMBAIOT 3THKETKO#H M3 OyMaru camoxesiuencs

Mapkuposka

Mepeuunan ynaxoska. Ha >TukeTke ammynbl yKa3nlBAalOT COKpAILEHHOE
HaUMMEHOBAHHME MPEANPUATHS — BiafeNbla PErMCTPALMOHHOIO yA0CTOBEpe-
HHS, TOProBoe HaUMEHOBAHHE Mpenapara ¢ NpenynpeanTeNsHONR MapKHpPOB-
Kko# ®, KOHLEHTpaUMIO B MI/MJ, o6beM Mpenapara B ammyJie B MUJLHINT-
pax, HOMep CEpHH ¥ CPOK FOAHOCTH.

BropuuHas (notpeburensckas) ynakoska. Ha nauke ykassiBaloT cokpalueH-
HOE HaHMCHOBAHHE MpPCANPHUATHS — NMPOU3BOAMTENS / BlajenbLa perucrpa-
LIMOHHOrO yAOCTOBEPEHHS, Ero TOBApHBI 3Hak, aapec, Tenedou/(pakc, Top-
roBo¢ HaHMEHOBaHWe Npernapara C npeaynpeauTensHoR MapkupoBkod ®,
rpyNNHpOBOYHOE HaUMEHOBAHHE, JIEKAPCTBEHHYIO (JOPMY, KOHLIEHTPALHIO B
Mr/mn, o6beM npemapata B ammyje B MUJUIMIMTPax, KOJMYECTBO ammys B
ynakoBke, cocras, «Crnoco6 npuMeHeHus: B COOTBETCTBHH C MHCTPYKLHMEHR
Mo MPHMEHEHHIO», YCIOBHS XpPAaHEHWs, YCIoBHs oTnycka, «CTepuibHO,
npeaynpeauTenbHble Hannucu: «IpuMeHsTh No HasHaueHHo Bpavan, «Xpa-
HUTb B HEJOCTYMHOM 118 feTell MecTen, «He Hcnons3oBars Mo MCTEHEHHH
CpoKa roIHOCTH, YKa3aHHOrO Ha yNaKOBKE»; HOMEp PErMCTPauHoOHHOrO yI0-
CTOBEpPCHHUA Ha MpPEnapar, ITPHX-KOA, HOMEP CEPHH, CPOK FOAHOCTH.
Jlonyckaercs HaHeceHHe HH(OPMALUHMH 111 MOHHTOPHHIA [BHXCHHUA Jiekap-

CTBEHHOr0 npenapara oT MPpOMU3BOAMUTES 10 KOHEYHOro norpeﬁmenﬂ.

Ynaxoska ona cmayuonapos. Ipu ynaxoske npenapara no 10 KOHTYpHBIX
A4EHKOBBIX YNAKOBOK, Ha Mayke JOMOJHUTENBLHO yKa3blBaloT «/lns crauuo-
HapoB» 6e3 yka3aHuii yCI0BHi OTNYyCKa.

INpu ynakoBke npenapara no 50 vau 100 KOHTYpPHBIX AYEHKOBLIX YNAKOBOK
Ha 3TUKETKE YMaKOBKH AOMOMHUTENBLHO YKa3bIBaIOT «J1ns craunoHapoB» 6e3
yKa3aHus yCNOBHH OTMycKa M MpeaynpeauTenbHoi Haanuck - «IlpumeHaTs
MO Ha3HA4CHHIO Bpayay. .

MapkHpoBKa TPaHCMOPTHO#H Tapb! B cOOTBETCTBHH € P3-61.

ITepeuunan ynaxoexa. Ha sTukerke am-
My/bl YKa3aHO COKpAlEHHOE HANMEHOBa-
HHE npeanpusTUs-saazensua PY, Ttopro-
BOE HAUMEHOBAHWE Mpernapara, KOHUCH-
‘Tpauus B Mr/mn, obbeM npenapara B am-
fyJe B MUJUTHIUTPAX, HOMEP CEPUM U CPOK
FOJHOCTH.

Ha (onere xouTypHO#M sueiikoBoi yna-
KOBKM YKa3aHO TOProBOE HaUMEHOBaHHE
npenapara ¢ NpeaynpeauTeNbHOi Mapku-
POBKOH®, rpyNMMPOBOYHOE HAUMEHOBAHHE
npenapara.

Bmopuunan (nompedumensckan) yna-
xoeka. Ha nauke ¢ npenaparoM ykasaHo
OKpaLUCHHOE HAMMCHOBAHHE NpPCANpHs-
‘TUSI-NIPOM3BOAMTENS/BNAENbLA PETHCTPa-
UMOHHOTO YZI0CTOBEPEHHS, ero a1pec,
‘reneoH/(pakc, TOproBoe HauMeHOBaHUE
fpenapara, rpynnipoBOYHOE HAaHMEHOBa-
HHe, NeKapcTBeHHas (opma, KOHLEHTpa-
uus B Mr/mi, o6beM npenapara B ammnyJie B
MHJUTHIIHTPAX, KOJIHYECTBO aMyI B yna-
xoBke, cocTas, «Crioco6 npUMeHeHus: B
COOTBETCTBHHM C MHCTPYKLHEH 110 MpHUMe-
HEHHIO», YCIIOBHS XPaHEHHS, YCIOBHS
ornycka, «CTepunbHO», NpenynpeanTeb-
Hble HannHucH «[IpUMEHATD Mo Ha3Haye-
HHIO Bpaua», «XpaHHTb B HEAOCTYIHOM
s meteit mecten, «He ucrnons3osars no
UCTEHEHHH CPOKA FOJHOCTH, YKa3aHHOTO
Ha YNakoBKe», HOMEP PErHCTPALUHOHHOIO
YIOCTOBEPEHHUSA, HOMEP CEPHH, CPOK roJ-
HOCTH, LUTPUX-KOJ.

Haunecena unQopmauus A1 MOHHTOPHHIA
JBHXKEHHUS JIEKapCTBEHHOrO Mpenapara ot
TIPOM3BOAMTENSA A0 KOHEYHOro notpedure-
JIA.

XpaHenue

XpaHHTb B 3aIUMLIEHHOM OT CBETa MECTE, NPH TEMMNepa-
Type He Bbile 25°C

B 3alllHLIIEHHOM OT CBETa MECTE, MPH TEM-
neparype He Boile 25°C

CpoK roaHocTH

3 rona

10 03.2029 r.

3akaiouenue: HHBEKTPAH®, pacTsop /11 BHYTPUMBILLIEYHOrO M BHyTPUCYCTaBHOrO BBeaeHus 100 mr/mn, 2 ma Ne
10, cepus 160326 cootBetcTByeT TpeboBanusam HJI JITI-Ne(001781)-(PI"-RU)-060225

A

noanuchL

Hauansauk OKK
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