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OBLUECTBO C OFPAHUMEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHONOTUYECKAA GAPMALEBTUMECKAA OUPMA «NTONIHCAH»
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Anaaurnuecknii nacnopt Ne 743

PEAMBEPUH® pacrsop mas undysuii 1,5 %

(kouTeitHep) 250 Ma X 5 (tapa KaproHHas)

JlanHble aHAJH3A

P N001048/01

Hoxkazatean

Tpebosanua HJL P N001048/01-290319,
wim, Ne 1, m3m. Ne 2

Jannsie anannia

- HEBHAUMBIC MEXAHHYCCKHE BRIHOYCHHA

(T'D PO*, BusyansHsiii MeTon)

B 1 ma cpeasee uncno vacTl pasMepoM 10 MM
Gonee He I0DKHO NPeBLIaTts 25, a cpeniee YHcno
4acTHI pasMepom 25 Mxm 1 Bosee He JomkHO
npesbiinars 3 (I'd PO*, meron 1)

i 2 3
1. Onucanue TTpospaunas GecuBCTHAS KHIKOCTh Ipospaunan GecuscrHas
(Busyamsusiii MeToa) HHAKOCTD
2. [oAnuHHOCTS:
- AHTApHad KHCAOTA Bp YAep TIRKOB. SHTAPHOH KHCOTH H METITIOMMHA CooTBETCTRYIO T
E R HA XPOMATOIPAMMAX HCTIMTYEMOTO PACTROPE, NONYMEHHHNX NP
KOZHYCCTBEHHONM  ONPeACHacHMM, AQNKHB COOTBETCTRORATL
BPEMEHAM YACPRHMBAHME NHKOR COOTBCTCTBYIOUIMX BCINCCTE Ha
™ pe T pacTaopa cp (BIKX)
HHaTm Hamuuke aHanMTHUeCKOrO CHTHATA NPH  KOMHHECTBEHHOM [pucyrersyer
i onpeaeenid narpis {ADC)
-~ Kan Hanmume aBaMTRYECKOrD CHIHANA NPH  KOMHYECTBEHHOM Tpucyrcrayer
onpexenetns kams (ADC)
= XAOPHIH XapaxrepHas peaKux AOAHTEBHS
(Kauectsennan peakins ED** 2.3.1, peakuns a) i o i
- Marunh g:p'm . o PoY) [Nonowurensua
3. Ilpo3paqnocTs Homxken 6t npospautsiM (I'D PO*) [Tpo3paunslii
4. LlseTHOCTH Homxen OuiTh OecusersbimM ([P PO*) BecuseTHbii
5.pH Ot 6,0 10 7,0 (TD PO*, noTeHIHOMETPHYECKH) 6,5
6. MexaHHYeCKHE BKIIOUCHHA:
- BHIHMBIE MEXaHHYECKHE BKIIOUEHHS Homken COOTBETCTBOBATE TPCGOBAHKSM CooTseTcTRyeT

10 Mxm u Gonee - 1 8 1 M
25 mxm u Gonee -0 8 1 Ma

7. U3enexaemuiii 06bém He menee soMuuansioro (IO PO*) 270

8. OcMONANBHOCTD ot 284 no 347 mOcM/kr 313
(I'D PO*, xprockonuueckui)

9. AHOMaJIbHAS TOKCHYHOCTH Jlo/mkeH OBITh HETOKCHUHBIM HetoxcuuHbiii

{15 KOHTENHEPOB NONHMEPHBIX) (I'D PO¥)

10. bakTepnanbHbie IHAOTOKCHHBI Tlpenennuoe conepxanue ue 6onee 0,5 ED/mn Menee 0,5

(I'® PD*, meTon A)
11. CrepunsHoCTh Jlomxen 6u1Th crepuibibiM (IO POY) CrepuibHbiil

YKYDNOPeHHbE NPOGKaM¥ B3 PEINRLL, 00XaTRIE KOIMAYKAMH

ATOMHHHCBHMHE WITH KOMOHHEPOBAHHEIMMH 3 AIK H
[ABCTMACCH.
Ha GyTeuaky HAKACHBAIOT ITHKETKY CAMOKACSUIYIOCH,
Kamayio SyTeanky BMecTe ¢ HECTpYRusel mo me MYy

12. Tornomenne B Yd-obnacTu Onadeckad NIOTHOCTS IPENAPaTa NPH ANHAHE BOTHS 280 0,005

(A% KOHTEHHEPOB NONAMEPHBIX) HM He AomkHa npessimats 0,2 (CnexrpodoroMerpus)

13. KonuuecTBeHHOE OnpeneneHne:

- CYKIUMHATRI Or 41.4 1o 50,6 mmome/a (BIXKX) 454

- METTIOMHH Ot 40,2 10 49,2 smonw/n (BOXKX) 44 4

- METTIIOMHHA HTPUA CYKIHHAT Or 13,5 20 16,5 r/n (Pacuérusiit meTox) 14,9

- HATpHA Ot 132 ge 162 mmoas/n (ADC) 148

- KanHi O1 3,62 10 4,42 mmoan/n (ADC) 3,96

- MarHu Ot 1,13 10 1,39 mmoas/a (Turpuserpus) 135

- XJIOPHIB! Ot 98 10 120 mmome/n (THTpHMeTPHS) 109

14. YnakoBka Tlo 200 uan 400 M1 B SyTeIKH CTCXNIHHBIE BMECTHMOCTEIO 250 Mo 250 ma 8 kouTelnepax m

i 500 ma, coorsercTaenno, 0o 200 num 400 ma s Gyruaxs ANBHKH MHOTOCHOH 1HOH

CTCKARHHBC BMOCTHMOCTHIO 250 wian 450 mu, COOTBETCTREHNO, ROAHOACHHHOBOR.

Ha korTefinep MeTo. 10M
TEPMONCHATH HAHECEHA MADKHPOBKA.
5 konvefinepos nio 250 mn puecte C
HHCTPYKUHMAMH 0 MEIHLIIHCKOMY

IPHMEHEHMIO NOMEIAIOT B NAYKY W3 KAPTOHA, Ha KOTOPOR
AONYCKACTCR HAHCCEHHE YTUKETKH KONTPOAA NEPROTO BCKPRTHR.
o 250 uan S00 M 8 KOHTERHEPE 3 IIHKH MEOTOCIOHHON
nOAROACGHUHOBOR,

np > 110 i B RTIK W3
rod{MpoBaHBOTo KapTOMA (OTHYCK
no peuenty). Keauvecrso
HHCTPYKUHH 10 MEAMIHCKOMY
APHMCRCHEIO PABRO KOJi1IECTBY

Ha koxrefiep METOJOM TEPMONEMATH HEHOCKT

POBKY.

DEPBHYHAIX YTIAKOBOK B IPYINOBOH

Tape.
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CepiA BHINYINEHA N0 NApAMCTPaN |




1 2 3
32 wowrvedtnepa no 2150 Ma s 20 xonTeiinepos no SO0 Ma smecTe ¢
rr e <+ By ¥ -
TApY w13 KApTona rodpup fan= pon) K RO
MHCTPY XA DO METRUMHCKOMY TP pasKo TEY MEPRIINAX
YHBKOBOK B FpYnnosoil Tape.
15, Mapkuposka 1) Tepnmmax ynaxonss 1) Ieppiynas ynakoss
Ha yruserxe Gyrauaxn sror Tomapidi Tuax, anpec, Ha xoureiinepe yxaiam:
b i &m : tbo;w :w_ : TOBAPHBIN IHAK, HANMSOBAHNE,
pax, LR %, HOMED CEPHN, CHOK NOAMOCTH, a‘m*m'*’jm
coctan, « TeopeTHYeCEs lmm 353 MOcw/as, *CTEPHUIBHOS, NPOHIBOANTCAA, TOPrEwT
«BHYTPHBEHHOS, 41 ByTp P HAMMCHOBANHE NPETIa@ra ¢
Byrean ne x periap NPEAYNPeARTENLHOR
yeaonia xpancuua, « Jonyckseren mmwnm TpEnapaTEN. HOMED Mapxiposkoii B,
m ' yhifcronep mirorpases. @, 2 I nexapcTBennas GopMa
7 KOHUCHTPAIHA B NPOMDIIAX,
5 0% Romimorrs HOMEPS Wi REYMEPROTO. | Lyt ep CCPHM, CPOK TOBKOCTH,
TP . TEIRHO N MOTYT GwiTs
HANECEHM TORAPHAE TaK 4 g ; TEXHOAOTHUECK AN Mo, 00 nlMm
IR p———— sapec, B MHITHINTPAX, COCTR
Ten fpaxe ap P npenapara ¢ «TeopeTiyeckas oCMAMPHOCT
PEAYIP ot 2, aexape Sopuy, 353 mOcw/n», «CTEPEILHO»,
NPT & W'm‘- HEAN CTPENL. PO TORNOCIN, «BHYTPUBEHHO», ®0Bus
TEXHOROTHISCKYIO METRY, OO ¥ MHANHIHTPAX, cocTan, s TeopeTiueckas A W
ocmompnosTs 3 5 3wlow'ae, «CTEPHABHO, «BHYTPHBEHHOs, OGN,
i : FAMOPLKHBAHNE NPCHATI,
PETHCTPAUHOHNOTD YAUCTORSPERNE, TPAIVHD VIO WNATY C undp HOMCD PETHCTPRILHOHES O
METKRM YAOCTOBEPEHUSA.
23 Ha nasive yxasssan Tosaphsil s, azpec, Tea/garc 2) Bropiunas ynakoss
o OPrOROR ¢ ey HOR MAPKUD ®a Ha sruxerxe supixa ws
; PRI B bt TOCTaN, n"'m i ;
pax, bpi :
ocssospioes 353 wOkw/as, «CTEPHIBHOw, xmmu{mm (omnyck no peuenty) JOaHLL
y wllony ’ peraparis, Homep TOBAPHKIT IHAK, HAHMBIOBAHHS,
p i ¥ pesite, HOMEP CEpHI, CpOK rommoct, «Xpanwms | AAPEC, TeA/daxc
B REJOCTYTIHOM JU e ¢i secrels, «lIpsmennTs no HAIRAUCHIMIO BpatLs, TIPOHIBOAHTENR, TOPIOE ¢
yesosua oTnycka, wphxosod kox EAN-13, «Hecmaunrsemocrs suyrpenneii NPEAYIPEANTE AL HOM
nosepxRocTH fyraasy ne K MAPKHPOBRKOH B 1
npenaparar, TpaduecLoe moﬁmm
' ” IPYNNRPOBOMIOS
Byruaxn ¥, nusrorpasms, pacamdp P HABHMEHOBANMHA TIpENaTa,
M sexspersennax bbpva PACTBOP ANIH HHOYIMHs, nexaperaentan GopMaoiLEM B
sxamﬁnpummu BHYTPHBEHHO KANEIBLHOs, MHUTHARTPAX, KOHUCHPAIlHA B
oF& dapraxorepanessimecxan rpynna PACTBOPSL, RTHOLIME HA MPONECHTAX, COCTaB,
BOHO-3EKTPOTHTHBIA BAJAHC». «Teopemiueckas OCMARPHOCTS
o e e 353 MOcM/n», «CTEPRIBHO»,
Ha rruxerse sumss wi rodpuposamore xaprosa (Omyex no peuenTy) «BHYTPUBEHHO», WIOBHS
P Jaax, azpec, Tea/fasc XpaHEHMUA, YCAOBKA OTRYCKA,
PIPOIIBOINTERS, TOPFOROS & APEAYT 10ft apxuposxoi & w «JlonycKacTC 3aMOpaRHBaKHE
Pyt v gopuy, oSN | nneranatan, HOMED
B MHATHANTPAR, KORLICHTPAIDNO 3 npmmm, mn, «Teoperwecxan
ocuatpuocT 353 O/, «C TEPHITBHO», <BHYTPHBEHHOS, PETHCTPAUMORHOND
y g yoa, «/lony rex p YAOCTOBCPCHHA, HOMEPCCPHH,
HOMED petHCTp o yaocT Hosmep cepi, cpox | CPOK FOAHOCTH, «Xpamits 8
mzm «Xpasrn. B ra0CTYTIHOM 254 pered MecTe!s, «llpumenams no HEJOCTYNHOM U1a neTel
HEVHEMEHIR BPATAS, K1 mmmm«m&hnpo-, wrphxosoR xoa EAN-13, secteln, «llpusenims Bo
- m!u T _f HATHAYEHMIO BPAYA»,
" ; A 2 TR 2, KOTHHECTBO KOHTCIHEPOS,
prHra A 2R 1 npenapaton wrTpHxoso# koa EAN-13,
Han er pon Ha " pos (212 P — ! i

CTALSIOHIPOR) YXATRALIOT TORMPHAH IHAX, HEMMEHOBAMME, R1PEC, Ten /axc

TPOWIBOAMTERR, TOPrY

HOE & BPEAYIPEIHTCAMON MEPKHPORKOR B 1

T

oymm—_. ST fopary, ofadx | Hayecenn cpenctsa
OcM0ARpHOSTS 353 MOkw/ e, «CTEPSUISHO, «BHYTPHEEHHOs, HACHTHOUKAIINN LIX CHCTEM B
7 b <1 R Wy MOHMTOPHHTA JBIOKEHER
perweTy oy EPENNA, HOMED CEpRH, CPOK roamocTs, «Xpasrs | JICKAPCTBCHHEIX NPLIPATOB,
B HEZOCTYNINOM 228 2otei wecTe!y, allpamensTs Ho nasHaseHII0 BpaRY,
«JLax craumounpons, k) sieCTaO KOHTSHNEPOS, UrTpinoso xoa EAN-13,
MEFRYY AAUSON R SHIKH !L[.T, ‘a-ﬂonycmmm
CPEACTS MACHTREHKAIH T4 CHCTEMA MOHNTODHNTE ABICREHAS
EKRPCTBEHHEIX BPENAJATOS,
16. Yei0BHA XpaneHHs H Mepsl B saupan@hsos g CBETA MECTE NIPH TEMUEPATYPE He B 32uiiennom OF CheTa secse mpu
NIPEAOCTOPOKHOCTH Bbune 25 °C. JlonyeKacTcs 3aMOpaKHBAHHE N)ENapaTa. ng skt
YORBETER SaM0f
17. Cpox roanoctu 5 aet B ByThiIKAX CTCKAAHHLIX, 3 roaa B kouTcinepax w3 |3 ronas xomsmepu m-.semt
NACHKH MHOrOCH( HEOH noanonedHHoBoR MHOP uioBo

* - meltcTByromee w3nanne Focyapersennoii Gapmakone
**- neficrsyiomee u3nanne Epponeiickoit ®apmakonen

1 Poccuiickolt ®enepauyu

3akmodeHne: cooTeeTcTRyeT TpeGoBanuam HJ[ P NOO1048/01-290319, mwam. Ne 1, wam. Ne 2

Mara seinaus nacnopra: 21.09.2021
3apenyromuii KAnJjl
yansuuk OKK
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Cpoxk rogrocts no: 08 2024

A. C. Baacosa
o H. ®Enoposa
' U Ckopuxk




000 “Hayuno-Texnoaoruueckas bapmauesTHyeckas $upma “IIOJIMCAH”

Paspemenue na peanusaumo No

Haumenosanue

®opma Brnycka

MHH

PY Ne

Hopmatusuas nokymentamms

Homep cepun

Pasmep cepun

Konnuectso nocne KOHTpois
Ne Ananuthueckoro nacnopra

Fonen no
Hpeanpusrue-nponssogurens

Ipexnpusrae-ymakosmmm

00000730 ot 24.09.2021

PEAMBEPHUH PAacTBOp 1aa undysni 1,5%, 250 ma B KONTeifHepax
noanmepubix NeS, Pocemiickasn Denepanns

KoHTeliHep 250 M x § (Tapa kaprounas)
Mernomuna HaTpHA cyknunar

P N001048/01

P N001048/01-290319 Ham. Ne1-2

1080821

6014 ynk

5992 ynr
743
08 24

000 «Hay4no-Texnomormyecras q:apmanen'rnqeckaﬂ‘q:npma
«[1OJIMCAH», 192102, Poccnitekan @egepanus, r. Canxr-TlerepGypr,
yi1. Canosa, a. 72, k. 2, auT. A '

000 «Hayuno-rexnonorateccias bapmanesrugeckan pupma
«JTOJIMCAH», 192102, Pocenitckas QPenepanus, r. Cankr—llerepﬁypr,
ya. Canosa, 1, 72, k. 2, AT, A

AHATH3 NPOM3BONCTBERHOI AOKYMEHTAIMM

Hocrke na cepuio npoBepeno la
Hochbe Ha cepuio ofobpeno la
Kpurnueckne orkiaonenns OTCYTCTBYIOT da

Cepus npoussenena n NPOKOHTpO

JIHpPOBaHa B COOTBETCTBHH ¢ IHNeH3Heil Ha UpPOH3BOACTBO

ACKapCTBEHNBIX CPEICTB, TpeGoBannsaMu PCTHCTPAUHOHHOrO T0cke, TpeSoBanAAMH OpraHR3aguy
NPOH3BOACTBA H KOHTPOJIS KadecTsa AIEKAPCTBenAbIX cpencTs (npaBun GMP), a Takoke HHBIMH
TpeGoBanuaMH el crByIomero 3aKOHOAATENLCTBA.,

Hponyknus paspemena x peanuszaunn

Ynonuomoueruoe miuo

Havanennk otaena

Crenanora M.C.

(aomiaoets)

(mommucs) f (pacun¢poBka nmommmcy)

Honoxenue o muue, OTBETCTBCHHOM 34 BEITYCK CepHH (Y IOMHOMOUEHHOM JIHLE 10 KavyecTsy), nata yTB. 11.01.2021






