WIHTeNnnexKT Ha 3aumre
300pOBbA

® NOJINCQOH

AnannTuyeckuii macrnopt Ne 839
Ipenapar: IUTO®JIABHH®, pacreop Ans BHYTPHBEHHOTO BBEeHHS

OBLWECTBO COr PAHMYEHHOH OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOTMUYECKAA ®APMALIEBTUYECKAA ®UPMA «TO/IMCAH»
192102, CankT-MetepSypr, ya. Canosa, 72, Kopn.2, MT.A,
ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

Cepusi: 11320921 P N003135/01
®opma semycka:  (ammyna) 10 ma x 10 (nauxa KapTOHHas)
Konuuecrso: 2954 yn.
Jlara usrorosnenus: centsops 2021 r.
JlaHHbIC aHAJIH3A
Iokazarenn Tpebosanus HI{ P N003135/01-220319, nam. JNannbie
Ne 1, n3m. Ne 2, mam. Ne 3, mam. Ne 4 aHAIH3A
1 2 3
1. Omucanue TIpospa4Has KHIKOCTh KENTOTO UBETA [Ipospaunas *KHAKOCTE

(Busyansuniii Meton, IO PO

KENTONO LBETA

2. [TopnuHHOCTE:

- pubodnasuna docdar naTpus CnexTp NOrNOUIEHAA HCTILITYEMOTO PacTeopa, CooTsercTByeT
TMPHIOTOREHHOTD I KONHUECTBEHHOIO ONPENICIICHAS,
NOMy4eHHBIA HA CTIEKTPO(POTOMETPE B KIOBETE ¢ TONIHHOA C10A
10 MM B 06nacts oT 300 1o 550 HM 0/DKEH HMETE MAKCHMYMBI
npH (445+2) um 1 npu (37342) M (CnextpodoTomeTphs)
Ha XpoMaTOorpaMMax HCILITYEMOr0 PacTBOpa JAOJDKHB
NPHCYTCTBOBATE /B2 OCHOBHBIX NMHKA, COOTBETCTBYIOMMX TIO
- AHTApHAaA KMCI0Ta BPEMCHAM YACPKNUBAHHA NHKAM HHO3HHA H HHKOTHHAMHAA
- MEITIOMHH (cnexTpodOTOMETPHYECKOE ICTCKTHPOBAHHE NPH 254 HM), CoOTBETCTBYIOT
- B3 OCHOBHBIX NHKA, COOTBETCTBYIOMIMX TIO BPEMEHaM
YAEPHHBAHUA THKAM AHTAPHOH KHCNOTH H MErTIIOMHHA
- HHKOTHHaMHJ (pedpaKTOMETPHYECKOE ACTEKTUPOBAHHE), HA XPOMATOTPAMMAX
pactsopa cpasrenua (a) (BIXX)
3. Ilpo3paqyHoCcTh Tlomwken 6bITH Mpo3padseiM (IO PO”) Ipo3paunblii
4.pH Ot 6,0 no 7,0 (T'® PO’ noTeHUMOMETpHYECKH) 6,7
5. U3snexaemblif 06bEM, MIT He menee Homunanssoro ([P PO 10,0
6. MexaHH9eCcKHe BKIIOYEHHA
- BHMMBIE MEXAHHYECKHE BRIIOSCHHA JlonmKeH COOTBETCTBOBATH TPEGOBAHUSM CooTseTCTBYET

- HEBHAHMMBIE MEXAHHYCCKHE BKINIOYEHHA

(T'd PO, BusyansHsiif)
Cpemiee HENo 9acTHL pasMepoM 10 Mxm H Gonee HE AOJDKHO

10 mxm 1 Gonee — 34

npessimars 5000 B o0l aMmnye, a CpeHee YHEI0 YACTHLL Ha amMnyny

pasmepom 25 Mxm 1 Gonee He A0/TKHO NpesbimarTs 600 8 oxHOM 25 mkm 1 Gomee — 1
ammnyne (I'® PO°, meton 1) HA aMITYTTY

7. PoncTBeHHEIE IPHMECH:

- THIIOKCAHTHH, TYaHO3HH CymmapHoe coznepxanue He Gonee 3,0 % ot 0,2
HOMMHAIBLHOTO COIEPKaHHA HHO3HHA (BIXKX)

- HUKOTHHOBasA KHCIIOTa He 6onee 3,0 % OT HOMMHAILHOTO COAEPKAHUA 0,1
HHKOTHHAMMA (B3XKX)

- HeHAeHTHHUIUPOBAHHEIE TPHMECH CyMMapHOe cofiepkaHue OT CyMMBI IUIomaieH 0,06
NHMKOB HUKOTHHAMHIA H HHO3HHA HE JODKHO
npesbimaTh 2,0 % (B3XX)

- moMudnaBuH He 6onee 0,20 % OT HOMHHANBHOTO COEPXKAHUA 0
pubodnasuna bocdaTa HaTPHA (BIKX)

8. BakrepUanbHBIE SHAOTOKCHHBI [penensHoe conepxanne He Gonee 17,5 ES/mn Menee 17,5

(I'h P®°, Meton A)
9. CTepHibHOCTD JosmikeH GBITE CTEPHIBHBIM CrepuibHbIH
(') PW’, meTon MembpanHol HIsTpaLH)

10. KonuuecTseHHOE ONpENENeHHEe ot 0,0018 0 0,0022 r/mn Ci7H20N4NaOsP 0,0020
(puGodnasuna ocdara narpus)
(CnextpogoTomeTpHs)

8 ot 0,090 no 0,110 r/mn CaHeO4 0,100

(amrapro#i kucoTH) (BIXX)
ot 0,1485 no 0,1815 r/mn C/H17NOs 0,1645
(mermomuHa) (BIXKX)
ot 0,0180 10 0,0220 r/mn CioH;2N4Os 0,0199
(uuo3una) (BOXX)
ot 0,0090 no 0,0110 r/mn CeHeN20 0,0099
(umkoTHHaMua) (BOXKX)

HHC-K0-2000-0160 «I oHTpons npousseieHHoit Mpoaykimumu», sepeus 10. lara seenenus: 10.03.2021
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i 11, ¥nakosxa TTo 100 M0 B AMITy T KOPWYHERAT eTEKTA. Io 10 mt » amnynax
i. » i ‘ FOPHIHEROTO CTRKNA
Ha aMnyny Hak/ICHBAIOT STHKETKY CAMOKIESLLY IO, Dokt
. To 5 ammyn noyeIaloT B KOHTYPHYIO fsucHKoBYIO ITHKETKA CAMOKNEATIIARCA.,
YIIAKOBKY W3 NUISHKH nomuMepHoii. Koutyphyo TMo 5 anmyn nomemeny B
A4CHKOBYIO YIAKOBKY TEPMOCKAEHBAIOT C TIEHKOM mmm:‘my‘“
H HKH
i NOKpOBHOH HIH (oNbro# AMOMHHHEBOH, N OCTABISIOT “yuw,::gmﬂ_ Kokrrypnas
OTKPBITOH. AEHKOBAA yNAKOBKA
1 MK 2 KOHTYDHBIC 54eHKOREIE YIAKOBKH BMECTE ¢ “P"NK-";W’ ¢ nadixolt
NOKPOBHOH,
HHCTPYKUMEH () IPUMEHEHHIO TOMEILAIOT B KapToHHyl0 | , B, S S R
Na4Ky. YTIAKOBKH BMECTE ¢
J1ist KOHTPONS NIEPROTO BCKPEITHS GOKOBLIE KNAMAHLE HHCTPYKuHeH 1o
NaYKH MOTYT ObITh 3aKJICEHEI C IBYX CTOPOH YTHKETKAMU "Pm“’*‘“”m‘;‘m"mm o
HITH TEPMOCKIICEHBL, ERETOME IO Ry
12. Mapxkuposka 1) Mepeuynas ynakosxa 1) Tepmirunas ynaxosxa.
Ha HA caMoxneRmedics
Ha amnynax na cavokneameHca STHKETKe YKA3LBAIOT: s g il i
TOBAPHEIH 3HAK NPOMIBOAHTENA, TOPIOBOE HAHMEHOBAHHE npoIBOANTENs, Toprosoe
JIEKAPCTBCHHOIO NPEIIAPATA C NPeIyNpeAHTe b HOMH L
MApKHPOBKOH ®, 00BEM B MHIIMIIHTPAX, COlCpKAHME W”‘oﬁ U otk
ACHCTBYIOIMX BEHIECTB, HOMED CEPHH, CPOK FOHOCTH, MILLTRINTPAX, CONCPRAHHE
JICKAPCTBEHHYIO (HOPMY, AOMYCKACTCA HaneceHHe (apMaKkoga AEHACTBYIOMINX BEWIECTS, HOMEp
HITH TEXHOMOTHIECKON METKH. m“w° B
Ha ammynax 1omyckaeTca HATHYHE LBETHBIX KOTCHL, 2) Mpomexyroumas ynaxossa.
2) [TpomexyTounan yHaKoBKa Ha mﬂ; TIOKpOBHOH ykaxan
Ha nnéuxe noxpor#o# yrkassisator TOBapHbiH 3HaK ;;’;f‘;‘"::“mmr? —
npoussoautend, Ha donsre amommunuesoit YKa3bIBaKOT: Ha nauxe yxasanm: Haumenosanme
TOBAPHEIH 3HAK NPOHIBOAHTENA, HOMEP CEPHH, CPOK FOHOCTH. | OPOMSBOITEns, ero Tosaps
3) Broprunas ynjxoska mmm Wbmrﬂ' m_m;
Ha navke ykaselsajoT: HaMEHOBAHHE NPOKIBOIHTENA, €10 ® u rpynmipaBosHOe
TOBAPHBIA 3HAK, anpec, Ten/pake, Toproeoe ¢ P
TIPCIYTIPEAHTE B HOH MAPKHPOBKOH ® W IPYNMHpOBOUHOE Loy e e ':L':mmm'“'
HAHMEHOBAHHA NIEKAPCTBEHHOTO NPENAPATA, NEKAPCTBEHHYIO CocTaB, ycaonin Xpanenns,
hopmy, obnEm npenapara MH/LTHIHTPAX, COCTaB, YCIOBHA “IIpHuenaTs 110 Hasriaero
XpaHeHHs, «[TPHMEHATS 110 HASHAYEHHIO Bpayn», «XpaHiTS B g o
HENOCTYNHOM AA ieTeH MecTe!», «CTEPHUIIBHO», yenosns «CTEPH/TLHO, yonosns
OTIycKa, Crocob NPHMEHCHHA, HOMEP PETHCTPALMOHHOTD oTnyoKs, €nocoS npumenenus,
YAOCTOBEDEHHA, HOMED CEPHM, CPOK TOHOCTH, KOMHYECTBO s it oo
aMmyn B yNakoBKe, LITPHX0BOA ko EAN-13, bapmaxon urrpicoolt koa EAN-13,
bapmaxon (pharmacode),
(pharmacode), rpaduueckoe usoGpaxenne ammyne: B, Tparwaoo mdikm
THKTOTPaMMEL, PaciiH(POBKA MHKTOIPaMM amnynn B, macrorpamsy,
paclndpOBKa NHKTOrpaMM
« nexapcreennps dopma PACTBOP JUISE
BHYTPYBEHHOT O BBEJIEHHS», T
BHYTP! oro
«=2m ciocots pusencrnx BHYTPUBEHHO KATTENTBHO B BREARHHRY
PA'3.B ENEHHH», « : cnocol rpaMeHenNs
« ® ®bapmagoTepaesTHYeCKad rpyrma [TPOYKE e R AL
TIPENAPATEI I/LA IEYEHHS 3ABOJIEBAHMI HEPBHOM «mm: e,
* apuakorepanesTieckan
JloryckaeTes HaHeceHHe CPOCTS HACHTHOHKALIMK JUIA CHCTEMB! | [ JIEYEHHS
MOHHTOPHHI JIBIDKCHHA JICKAPCTBCHHBIX TIPENIAPATOR. %ﬁmm,\}mﬂ HEPBHOH
Hanecenne cpencreo
HOeHTHHKALHK [UIA CHOTEMM
MOHHTOPHHIA ABMKEHHA
JCKAPCTBEHHBIX PENapaTOB.
13. Xpanenue B 3auMmentom 0T cBeTa MecTe npH TeMmepaType He B sawmuensom or ceera
o MECTE NPH TEMNEpaType He
Beine 25 °C. Beine 25 °C,
14. Cpoxk rognocts 2 roza 2roma

*- neficTRyIOMmEe H3KaHKEe locynapcreentoit ®apmakonen Poccniickoit Denepaunu

3akmouenne: cootBeTCTBYET Tpebosanuam HJI P N003135/01-220319, usm. Ne 1, #am. Ne 2,
H3M. No 3, uam. No 4
Hara Beltaun nacnopra: 25.11.2021 Cpoxk rognocTu mo: 09 2023

| [f’ A. H. ®énoposa
V.

C. M. Cxopuxk

Canur-MeTendypr
HAaVNHO-TEXHCOMeCKas
ACMALBETYMECKAR Dupma

Havansauk OKK «OONUCAH»
[1NA GOKYMEHTOR

3asenyroumui KAnJI

Hupexrop no kayectsy

HHC-K0-2000-0160 «KoxTpons npon3se1cHHOMN nponaykuumuy, sepeua 10, dara peeaenus: 10.03.2021




S

PRI

i e

i R A

i s B A R s S AR A R BT E

000 “HayuH0-TeXHOJOTHUECKAN gapmanesTHYECKAs PUPMA “IIOJIMCAH”
Patpeiieie Ha peain3alio Ne 00001004 ot 30.11.2021

HauMmenoBanue [HTO®JJABHH pacteop s BHYTpRBERHOTO Boejenns 10 Ma Nel0,
Poccaiickan @eaepanns

opma BRITYCKA ammyaa 10 ma x 10 (mauka KAPTOHNAS)

MHH Hmnnuﬂinmunauan+?uso¢slanun+ﬂmpma KHCI0TR

PY Ne P N003135/01

HopumaTHBHAS NOKYMCHTAIA P NO03135/01-220319 wam. Nel, wam. Nel, wam. Na3, mam. Ned

Homep cepitit 11320921

Pa3Mep cepui 2954 ynx

KoautuecTso mocse KOHTpOIs 2916 yox

Ne AHwIMTHIECKOr o IHacropTa 339

[onen a0 0923

[Tpe i pHATHE-APOHIBOAHTEID 000 «Hayuno-TexHoJornicckas dapmanesTiieckan upma

«[TOJTUCAH», 192102, Poccuiickan Deepauns, . Canxr-Ilerepdypr,
ya. Canosa, A. 72, K. 2, JINT. A

TlpeanpHaTHe-yIaKoBUIHK 000 «Hayuno-TeXHOJAOrHIeCKAN $apmanesTHICCKAN dupma
«1OJHCAH», 192102, Poccmiicikas Depepanns, I Canxr-ITerep6ypr,
ya. Canosa, 1. 72, K. 2, WT. A

ANaan3 BPOH3BOICTBEHHON JOKYMCHTAIMH

Jloche Ha cepHIo HPOBEPEHO Ha
Noche ua cepure onobpeno da
Kputnueckue 0TKIOHCHMS OTCYTCYBYIOT Oa

Cepnst npou3Beaena B BPOKOHTPOIMPOBAHA & COOTBETCTBHE ¢ JIHlen3ueil Ha NPOH3IBOACTRO
JleKapCTBEHHBIX CPEICTB, TpeGoBalAAMH PErHCTPANHOHHONO 10CHE, TpeboBAHMAMM OPTAHMIAINN

HPOWIBOACTBA H KOHTDOS KAYECTBA JCRAPCTBENMIBIX cpencts (mparii GMP), 8 Taxae RHBIMH
TpefiopannaMH ACHCTBYIONETO JAKOHOIATE/ILLTRA.

Iponykung paspellicHa K PeAlnIanas

YnoIHOMO4EHHOE JTHLO Z/ /
HauaneHHR OoTAEna Crenanosa M.C.
(IOMKHOCTE) - mHes) f/c (pacumdpoBKa NOUIHCH)

[omnoKeHHe O THILE, OTBETCTRSHHOM 3a BRINTYCK cepuit (Y NOTHOMOUCHHOM JiHe TIo xauecTny), ata yrs. 11.01.2021
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