Otnen KoHTpOIK KadecTBa ctp. 1 m3 1
MOCHAPK

Cepowes Nocal

ITACIIOPT Ne 93/TTI-ALL

«22» aBrycra 2022 r.

HaumenoBauue «Auecob, pacTsop aas HHGy3Hi» 400 ma
Cepus 0060822

KoJmnuecTBO AMMHKOB KAPTOHHBIX 6356 1mT.

KoanuecTro GyThLTOK 95340 wr.

Jarta u3roTopiaeHus 08.08.2022 r.

Tomen xo 08.2025 r.

Hcnbiranmi nposeaens! no HJTJICP 001923/08-020721 «Auecos, pacTsop s HH(y3uiin

Ne Hanmenopanue TpeboBauus HOpMATHBHOMH -
i Pe3ayibTaThl HCIBITAHHI
n/n nokasareJeii JOKYMEHTAIHH
1. | Onucanne ITpo3paunas GecLpeTHas KHAKOCTE [Mpo3paunas GecuseTHas HKHAKOCTD
IlopauuuoCTH Oxkpalmsanye IAMEHH B YKeJIThIH 1EeT IlnaMs okpalnuBaeTCs B XKEITHIH LHBET
Harpuit O6pazoanue 61010 TBOPOIKHUCTOrO O6pasyercs Gensiii TROPOKHCTEHIN
0cajKa, HepaCTBOPHMOTO B a30THOM 0CafIOK, HEPacTBOPUMEIH B A30THOMH
Xoopuast KHCI0Te passefieHHoH 16 % u KHCNI0TE passeneHHOH 16 % u
pacTBOpHMOro B aMmuaka pactsope 10 % | pacTBOopHMSBIif B aMMHaKa pacTBope
10 %
2 =
O6pazoBaHHe XenToro OOGpasyercs yKenTsIit
Kanuii KPHCTATUTHYECKOT'0 0CaIKa KPHCTAJUTHYECKHH 0CcaoK
IlosBnenue kpacHO-Gyporo Tosmaseres kpacHo-6ypoe
Anerarsl OKpalIHBaHUS, HCYE3AIOIIero NpH OKpalrMBaHHe, HeHe3arollee MpH
npuGaBIeHHH Pa3BefeHHBIX npHOaBIEHUH pa3sBeAeHHBIX
HEOPTaHUYECKHX KHCIOT HEOPraHHYeCKHX KHCJIOT
3. | IlpospayHocTh Ilpenapat posker OblTh NPO3paYHBIM ITpenapaT npo3payuHbli
4. | IlseTHocTh pacTBOpa ITpenapar nomwxen OBITE GecIBETHRIM Ipenapar 6ecupeTHpIii
5. | pH 01 6,5 10 7,5 7,14
Mexannueckue
BKJII0YEHHS, IMpenapar 10/pKeH BEIACPIKUBATE Brsneouamsaer-helnars
BuayMeie MexaHHYeKHe Tpedopanns OPC.1.4.2.0005.18 AEpaE P
6, | BRIOUCHHS
' Cpennee uncio yacTHir pazmepom = 10 1
HepuaumMele MexaHUUekHe MKM — He Doree 25/mi
BKJTFOUEHHA CpelHee 4HCIIO HaCTHIL pasMepoM > 25 0
MKM — 3/M1
7. | H3BiekaeMelii 06LeM He MeHee HOMHHANBEHOTO 4080
8. | Ocmonsprocrs Ot 198.0 no 238,4 MOcm/n 214,0
T il s He Gonee 0,25 ED/mn Mettee 0,25 E3/wn
JHAOTOKCHHBI
10.| AnomanbHas TokcH4HOCTHL | TIpenapar nomxeH 6bITE HETOKCHYHBIM Hetoxchunsrit
11.| Crepuabnocts IIpenapar nowken OBITH CTEPHIIBHBIM CrepunbHerit
KoanuecTBenHoe
onpeneneHue
12.| HaTpuii yKCyCHOKHCIbII Ot 0,0019 no 0,0021 r/mn 0,0020 r/Mn
3-BogHBIH
Xnopuasl Ot 0,0033 10 0,0037 r/mn 0,0035 r/mn
ITo 200, 400 M npenapata B CTEKJIAHHBIE ITo 400 M B cTeKNAHHBIE Oy THUIKH,
OYTBUIKH JUIs KPOBH, TpaHC(y3HOHHEIX 1 YKYMOPEHHBIE NPODKAMH 13 PE3HHBI U
HH(Y3HOHHBIX NPENapaToR BMECTHMOCTBI) | 06KaThle KONMAauKaMHi ATIOMHHHEBBIMIA,
13. 250 unu 450 Mo, yKynopeHHble 1poOKaMH 15 OyTeUIOK BMECTE C
YnaxoBka U3 pe3uHEL 1 06Karble KONNaykaMu HHCTPYKITHAMH IT0 IPHMEHEHHUIO

AIOMUHHEBBIMIL.
Ha OyTeinku HaKN€HBAIOT 3THKETKH M3
DyMaru 3THKETOYHOI,

Jlns peanusalyy depes anTeyHyIo ceTh

JNIEKApPCTBEHHOID TIpeTapara B ALIHK 13
KapToHa,

I'pynnoBas u TpaHcnopTHas
YTIaKOBKA COOTBETCTBYET.




KaXITy1o OYTBLIKY BMECTE ¢ HHCTPYKIHeH
110 IPHMEHEHHIO JIeKapCTBEHHOTO
npenapara MOMEeNIakoT B TAYKY H3 KapTOHA
WM B MEIIOK M3 NPo3padHoil
TTONHATHIEHOBOH IUIEHKH (BTOPHYHYIO
YIAKOBKY).

JomyckaeTcs HAHOCHTE TEKCT MHCTPYKITHH
110 IpHMEHEHHIO THIIOrPaheKHM CriocoGoM
Ha nauky 6e3 BMoXeHHs HHCTPYKLIHH 110
NpHMeHEeHHEO JIeKapCTBEHHOTO NMpenapara.
ByTBUIKH BO BTOPHYHBIX YaKOBKaX Wi Ge3
BTOPHYHBIX YTIAKOBOK (J71A CTAlMOHAPOB)
MOMEIIAOT B AUIKK H3 KapTOHA AT
NOTpeBUTENBCKON Taphl WM B AIIMK M3
ro)pHpOBAHHOrO KAPTOHA B KOJMyecTBe 1-
36 OyTHUIOK.

B cimyuae ynakoBky GyTeUI0K Ge3
BTOPHYHOI YTIAKOBKH, B ALK BKIa/IBIBAIOT
HHCTPYKIMH 110 TPHMEHEHHIO
JeKapCTBEHHOTO TIperapara B KONHYecTBe,
COOTBETCTBYIOIIEM KOIHYECTBY €IHHHIL
HepBHAYHEIX YIIAKOBOK.

I'pynmoBad ¥ TPAHCIIOPTHAS YNAKOBKA B
cootsercTeHu ¢ PJT 00001927-01-92 u
TOCT 17768-90.

14.

MapkupoBKa

Ha sTHKeTKe Jiist OYTBUIKM (MepsuiHas
YHAKoexa) yKaselBalT TOProBoe
HauMeHOBAHHE IeKapCTBEHHOTO Mpenapara,
TpYNNHPOBOYHOE HA3BaHIie, HOMEP CEPHH,
CPOK TOAHOCTH, 06BeM B MIULIIIHTPAX,
HaHMEHOBaHHE NPOH3BOIHTEIA
JIEKAPCTBEHHOTO MPENapaTa U ero
TOBapHBI 3HaK, anpec, Ten/dake,
JIEKApCTBEHHY!O (POpMY, COCTAB, HOHHBIH
COCTaB, 3HAYEHIE TeOPETHUECKOH
OCMOJSIPHOCTH, crocol NpHMEHEHNH,
«CTepHIbHOY, YCIOBHS XpaHeHHUH,
«XpaHHTE B HEJIOCTYITHOM JUTs NleTeH
MmecTey, «B cnyyae H3MEeHeHHA OKPacKH
nipenapara WK MOsABJEHIA B3BeCH, PacTBOP
He TIPUTOAEH K ynoTpebnenuoy, «He
NPAMEHATH MO HCTEHEHHH Ccpoka
TOJTHOCTH)), HOMED pemcrpaunotmoro
yIOCTOBEPEHHS, IITPHXOBOH KOJI, YCIOBHA
OTIIyCKa.

Ha sTHxeTKe IIg OYTHUIKH, Ha Iavke 1
Melike [Uisl GYTBUIKH M 3THKETKe SIHKa A
BYTBUIOK JOTOMHHTENEHO YKa3bIBAlOT
«HecMauBaeMOCTE BHY TPEHHEN
MOBEPXHOCTH OYTEUTOK He #BIACTCA
[POTHBONOKA3aHHEM K [IPHMCHEHHIO
rpernapara.

Ha nauxe juig GyThUIKH A Ha Mellke 1A
BYTHUIOK (8MopuyHas ynaxkoexka)  AHKe
(zpynnosas ynakoexka) YKasplBaroT
TOProBO€ HAHMEHOBAHHE JIEKAPCTBEHHOTO
npenapara, TpYNIHPOBOYHO Ha3BaKUE,
HOMep CepHH, CPOK TOJHOCTH, 00BeM B
MHJUTJTATPax, HAHMEHOBAHHE
[POH3BOAHTENA JeKapCTBEHHOTO MpenapaTa
H ero TOBapHLI 3HAK, a1pec, Te/akc,
JIeKapcTBEHHYIO (JOpPMY, COCTaB, HOHHBII

Ha atukeTKe [t OYTBUIKH (nepsuyHai
yhakoskd) yKasaHO: TOPTOBOE
HAMMEHOBAHHE JeKapCTBEHHOTO
npenapara, TpyIiMpoBOYHOE Ha3BaHHE,
HOMED CEPHH, CPOK I'OJIHOCTH, 00BEM B
MUJUTIITHTPAX, HaHMEHOBaH!E
TIPOU3BOAHTENA JEKAPCTBEHHOTO
Ipenapara i ero TOBapHBIi 3HaK, anpec,
ten/dakc, nekapcTBenHas Gopma,
COCTAB, MOHHBIH COCTaB, 3HAYEHHE
TEOPETHYECKOH OCMOIAPHOCTH, CIOco0
nprMeHerns, « CTepuibHOY, YCIOBHA
XpaHeHns, «XpaHuTh B HEAOCTYIIHOM
IJIf feTed MecTen, «B ciydae
H3MEHEeHHs OKPACcKH Ipenapara Hin
TOABJIEHHSA B3BECH, PACTBOP HE
npurosies k ynotpebnennion, «He
NPUMEHATE 110 HCTEIEHHH CPOKa
TOJHOCTHY, HOMEp PErHCTPAIIHOHHOTO
YIOCTOBEPEHH s, LITPHXOBOH KO

Ha stukerke 115 OyTHIIKH H STHKETKE
SIMHKA A7 OYTEUIOK JONONIHHTENBHO
ykasano «HecMaynBaeMoCTh
BHYTpeHHel MoBepXHOCTH Oy TBLIOK He
SRNACTCA POTHBOIOKA3AHAEM K
[PHMEHEHHIO IpernapaTa.

Ha siupke (2pynnosas ynakosxa)
YKa3aHO: TOProBoe HauMeHOBaHHe
JleKapcTBEHHOTO Tpenapara,
IpyNn¥poOBOYHOE HA3BaHHE, HOMEp
CepHH, CPOK FOTHOCTH, 00bEM B
MHUJLTHTTHTPAX, HalMCEHOBaHNE
NPOH3BOIHUTENS JIEKAPCTBEHHOTO
Tpenapata M ero TOBapHbIi 3HaK, anpec,
ten/dakc, nekapcTRerHas Gopma,
COCTaB, HOHHBIH COCTAB, 3HAYEHNE
TeopeTHYecKol OCMOAPHOCTH, CNocold




COCTaR, 3HAYCHHE TEOpeTHYECKOH
OCMOJIAPHOCTH, cnocob NpHMEeHEeHHA,
YCOBIsSL XPaHEHMS, HOMep
PErHCTPALIHOHHOIO YAOCTOBEPEHHA,
«CrepunsHo», «XPaHUTH B HENOCTYHOM
And fereii mecten, «B ciydae usMeHeHus
OKPacKH Npenapata Wi MosBleHHs B3BecH,
PacTBOp HEe NPHIOJIEH K YTIOTpedIeHHION,
«He mipuMensTE 10 HCTEYeHHH cpoKa
FOAHOCTH, IITPHXOBOI KOJ, yenonius
OTIIyCKa.

HOUyCKaeTCH HAHOCHTE TEKCT HHCTPYKLHAH
10 MEMMLIMHCKOMY TTPHMEHEHHIO Ha MayKy
THIIOTPAQCKHM CrocoBoM.

Ha stuketxke ALIHKA JONOJNHHTEIBHO
YKAasblBaKT KOJIHYECTBO CAHHHLL
TIEPBHYHLIX YIIAKOBOK,

B ciyuae ynakosku ans craimonapos
YCJIOBUS OTIOYCKA He YKa3pIBarOTCA.

Ha atuxertxe 6yTeuikn 6e3 BiokeHus B
TayuKy MK MEINOK, Ha 3THKETKE ALTHKA OJA
OyThIIOK 6€3 BIOKEHHS B NIAYKy HIIH
MEIIOK TOMOJIHHTEIBHO YKa3bIBarT « 1
CTAIIHOHAPOBY.

HonyckaeTtcs HaHeceHe CPeICTB
HACHTHOHKALHH Ha NepPBHYHYIO,
BTOPHYHYIO H TPYNNOBYIO YNaKOBKY
METONaMH MeYaTH WIH ITHKETHPOBAHHS
CTHKEPOM, HEOTAENHUMBIM OT YIAKOBKH.

TIPUMEHEH, YCIOBUA XPaHeHHs, HoMep'
PETHCTPAUMOHHOTO YIOCTOBEPEHIH,
«Crepunsyon, «XpasuTh B
HEIOCTYIHOM ANd fereif MecTey, «B
Clyyae H3MECHEHHA OKPackH IpernapaTa
WJTH MOABJICHUS B3BECH, PacTBOP He
TIpUrofieH k ynorpebaeHuon, «He
TIPUMEHSATE 10 HCTEUEHHH CpoKa
TOZHOCTHY, WITPHXOBOM KO,

Ha stukerke sitmpka fonomsnTensyo
YK&34HO KOJIHYeCTRO eHHHI]
NEPBHYHBIX YIIAKOBOK.

Ha stuxerke OyToinku Ges Broskenus B
TTAYKY HJIH MELIOK, Ha 3THKETKE SIHKa
A GyTBINOK Ge3 BIOKEeHHS B Nauky
HJIH MELIOK NOMONHATEIBHO YKA3aHO
«ns CTaL{OHAPOBY,

Ha rpynnoByio ynakosky HaHecers!
CpeacTBa HASHTU(MHKALHH METOIOM
STHKETHPOBAHHA CTHUKEPOM,
HEOTAEIHMBIM OT YIAKOBKH,

15.

Cpoxk ropnocrn

3 rona

3roaga

Ye10BHS XpAHEHHsA: XPaHUTD IPH TEMIIEpAType He BIe 25 °C, Honyckaercs 3aMopaskuBanye npu
TPaHCIOPTHPOBAHUH IIPH yCIOBHH COXPAHHOCTH TePMETHIHOCTH MEPBHYHOMN YIAKOBKIL

SAKIIOUEHMHE: npenapat «Anecoan, pacTeop s undysuii» 400 ma cepun 0060822
coorseTcTBYeT TpeboBanmam HI JICP-001923/08-020721 «Anecos, pacTeop aas nHPy3uii»

ITactiopt BEIIaH Ha OCHOBAHHMI:

3aM. reH. IupexTopa
II0 Ka4ecTBy:

Iporokona Ne 93/TTI-AL/KoATT;
Tpotokona Ne 93/TTI-ALY/MBJT;
Konrponsuerx macros JIBK ¢ Ne 365 no 368 T
ITporokona OO0 renkrrareiLub LEHTP «(DAPMOEOPOE_{:A»_NQ 1292611/22 o1 22.08.2022 ¢
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