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KAHOHOAPMA

OTOEN KOHTPOJIA KAYECTBA

MACIIOPT Ne 4

Hans® rPAaHyJ1bl AN NpUuroToBs/ieHUdA CyCreH3uu

MPOACKLWH

Cepus: 041024
Konuyectso npoaykumu B cepuu: 10 047 yn. Ne 9
Hata npoussoactea: 10. 2024 r
AHanus BbinonHeH no NM-003413-111220 u uam. Ne 1

ansg npuema BHYTpb 100 Mr

Ne Hannenosanns TpeboBaHus HJ Pe3ynbTaThbl aHanusa
n/n rnokasarensi
1 | Onucaxue Cwmechb rpaHyn 1 nopoLuka CBeTno - xenToro | CMecb rpaHyn W MopollKa CBETMO -
LuBeTa C 3anaxom anenbcuHa. o BHelHeMy | XenToro UBeTa ¢ 3anaxom anenbCcuHa.
BUAY AOMKHAa COOTBETCTBOBATL TpeGoBaHu- | [10 BHelIHeMy BuAy COOTBETCTBYIOT
am [P PO, OPC.1.4.1.0004.18 «[paHyrnbI» TpeboBaHuaM ro Po,
0PC.1.4.1.0004.18 «[paHynbi»
2 | Pasmep yactuu, %
- meHee 2,00 mm He meHee 95 100
- meHee 0,355 mm He 6onee 70 48
3 | MoanuHHoCTb Bpems ygepxuBaHus OCHOBHOrO nuka Ha
XpomaTtorpamMmMe  UCMbITYEMOro  pacTsopa,
MPUrOTOBNEHHOTO  Ansl  KONMYECTBEHHOro MoaTBepxaeHa
onpepeneHnsi, [AOMKHO COOTBETCTBOBATb
BPEMEHM yAepXuUBaHUS Nka HUMeCynuaa Ha
XpomaTorpamMme CTaHgapTHOro pacteopa. -
4 | Cpeanan Macoa 2000 mr + 7,5% (ot 1850 a0 2150 wr) 19702; “_"{:720%2 ol
5 | PacnagaemocTb, MUH He 6onee 15 (B Boge) 1
6 |PactBopeHue, % OT HOMUHAMNBLHOrO .
conepKaHms He meHee 70 (Q) yepes 45 MuH. Cragunsa S1; ot 81 oo 98
7 | BHewHun Bug cycneHsum lMpu pacTBOpeHun cogepXuMmoro nakera B
_ o .
100 mn Boapl C¢ Temnepatypoit 20-25 °C B - - etcTyer
TeyeHne 1-3 MuH obpasyerca CycneHsus ot
6enoro Ao CBETNO-XENTOro LeTa
8 | CepMmeHTaUMOHHASA YCTOMYMBOCTD CycneHsusi nocne B3banTbiBaHUA He JOMKHa c
00TBETCTBYET
paccnamBaTbCsl B TEYEHME 2 MUH.
9 |pH 01250035 3,15
10 | PoactBeHHble npumeck,%:
- npumecb C He 6onee 0,3 0,01
- npumecsb D He 6onee 0,3 OTcyTcTByeT
- niobas egMHUYHas HengeHTuduun-
poBaHHas npumech He 6onee 0,2 OtcyTctByeT
- CyMMa npvmMecei He 6onee 1,0 0,01
11 [ lNoTeps B Mmacce npu Bbicylunsanuu, % He 6onee 1,0 0,13
12 | OgHOPOZHOCTL 403UPOBaHMS B cooTtBeTcTBUM C TpeboBaHuaMu AV1=8%
o PP, 09C.1.4.2.0008.18, cnocob 1
13 | KonnyectseHHoe onpeaeneHne Hu- 0T 90,0 10 110,0 94.9
MEeCynuia B OOHOM NakeTte, Mr
14 | Mukpoburonoruyeckas yncrora B cooTtBeTcTBUM C TpebGoBaHuaMU c
0O0TBETCTBYET
[ PP, O9C.1.2.4.0002.18, Kateropusi 3A
15 | YnakoBka Mo 2 r B nakeT 13 kKOMBGMHMPOBaHHOrO MaTepwd Mo 2 r B NakeTe U3 KOMBUHNPOBAHHOTO
ana (6ymara/donsra/nonuatune). Mo 9, 15 matepuana (byma-
unu 30 NakeToB BMECTE C UHCTPYKUWMEN no ra/conbra/nonuaTusen).
MPUMEHEHNIo MOMELLAIOT B NayKky U3 KapToHa. | [lo 9 nakeToB BMeCTe C WHCTPyKLUMEN
No NPUMEHEHNIO B NaYKe U3 KAPTOHa.
16 | Mapkupogka Ha nakeTte ykasblBaloT ToproBoe HauMmeHo- |Ha nakerte ykasaHbl: TOprosoe Haume-
BaHWe npenapara C npeaynpeauTenbHOW |HoBaHMe npenapara ¢ npeaynpeau-
MapKkupoBkon ®, mexayHapoaHoe HenaTeH- |TerbHOM Mapkuposkol ®, MexayHa-
TOBaHHOE HaWMeHOBaHWe, NeKapCTBEHHYIO |pPOAHOE HEMaTeHTOBaHHOE HaWMeHOBa-
opmy, [03MPOBKY, KOMMYECTBO INeKap- [HWUe, fekapcTeeHHas (opma, 4031poB-
CTBEHHOrO CpefCTBa B nakeTe, COAEpPXaHue [Ka, KOMMYEeCTBO JIeKapCTBEHHOro cpea-
AeicTBYlOLEro  BewecTsa, nNpeaynpeaw- [CTBa B NaKkeTe, COAEpXaHue AeicTBy-
TenbHylo Hagnucek ("Coaepxut caxaposy."), [lolwero BeliecTsa, npeaynpeamTensHas
VHOPMaLMOHHYI0 Haanuck o crnocobe npu- [Hagnuck ("CoaepxuT caxaposy"), WH-
meHeHus ("Cnocob npumeHenus", "Mpenapat [hopmaumoHHas Hagnucb o crocobe
npuHUMalOT BHYTPb, no 1 nakety (100 mr(npumeHenus ("Cnoco6 npumeHenns",
HUMecynuaa) Asa pasa B cyTku. lNpenapar |"MpenapaT npuHUMalOT BHYTPL, No 1
pekomeHayeTcs npuHumate nocne eabl. Co- [makety (100 mMr HuMecynuaa) asa pasa
OEepXMMoe rnakeTa BbIChINAOT B CTakaH u|B cyTku. [lpenapaT pekomeHnyercs
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Ne
n/n

HaunmeHoBaHue
rnokasarens

Tpe6oBaHus HJ,

PesynbTathl aHanusa

pacteopsiioT npumMepHo B 100 mn Boaebl. Mpu-
rOTOBJSIEHHBIN PAcTBOP XpaHEHWUo He noane-
XUT."), HaMMeHoBaHWe u CTpaHy UPMbI-
Bnagensua PY, ee ToBapHbIfi 3HaK (NaTUHU-
Luen), HaMMeHOBaHME W CTpaHy UpMbI-
npous3BoaMTENs, €e TOBapHbIi 3HaK, HoOMep
cepuu, aTty OKOHYaHUs Cpoka roAHOCTU.

Ha nauke ykasbiBaloT TOproBoe HammeHo-
BaHWe npenapata C npeaynpeauTenbHoO
Mapkuposkon ®, mexgyHapogHoe HenaTeH-
TOBaHHOE HaWMEHOBAaHWE, MNEeKapCTBEHHYIO
dopMmy, KONMYECTBO NAaKETOB. B YMaKOBKe,
KONMMYEeCTBO IEeKapCTBEHHOro cpeactsa B
nakete, AO3MPOBKY, COAEpXaHUe OEeNCTBYHO-
LLero BelecTBa B KaXgoM nakeTe, YCroBusi
xpaHeHus, Hagnucu ("CogepxuTt caxaposy”,
"XpaHuTb B HEJOCTYNHOM AnA AeTeil me-
cre!", "MNpumeHaTb NO HasHayeHuo Bpaya.",
"He npuMeHsiTb MO UCTEYEHUM CpoKa roJHO-
cTW."), YCnoBusl OTMycKka, PerucTpalmOHHbIii
Homep, Haanucb " ®- 3aperncTpupoBaHHbLIN
TOBapHbIA 3HAK", HOMEp CBUAETENbCTBA O
perucTpaumMm TOBapHOro 3Haka, HaMMeHoBa-
HUe u cTpaHy dupmbl-Bnagensua PY, ee
TOBApHbIA 3HaK (NaTuHWLUEN); HauMeHoBa-
Hue, agpec, TenedoH U agpec cainTa cup-
MbI-NPOU3BOAMTENS, €€ TOBapHbIM 3HaK,
GTIN-kopA, 'WTPUX-KOA, HOMEp cepuu, aary
OKOHYaHUA cpoka rogHOCTU, CPEACTBO UAEH-
Ticukauum JIM, TexHomnornyeckme mMeTKu
n/vnu cbapmakos.

[JononHutensHO Ha nayke Ha aHrMUICKOM
A3blKe YKasbiBAlOT TOProBOE HaMMeHOBaHue
NeKapcTBEHHOro npenapara, MexayHapona-
HOE HenaTeHTOBaHHOE HauMeHOoBaHue, ne-
KapcTBeHHyl0 POpMy, A03MPOBKY, Konude-
CTBO MakeTOB B YMakoBKe, KOMWYECTBO fe-
KapCTBEHHOro CpefcTBa B NakeTe, TOProsoe
HavMeHOoBaHWe NeKapCTBEHHOro npenaparta
unu norotun cupmbl-enagensua PY (B 3a-
BUCMMOCTM OT Yyrna 3peHusl), HaHeceHHble
MEeTOA0M MUKPOTECHEHUS.

npuHumatb nocne egbl. Coaepxkumoe
nakeTa BbICbINAIOT B CTakaH U pacTeBo-
psitoT npumepHo B 100 mn Bogbl. Mpu-
FOTOBMIEHHbIA PacTBOP XPaHEHUI He
noanexur."), HaumeHoBaHue u CTpaHa
dupmbl-Bnagensua PY, ee ToBapHbIi
3HaK (nmaTtuvHWUUen), HauMeHoBaHue u
CTpaHa cupMbl-NpousBoaUTENS, ee
TOBapHbI 3HAK, HOMep cepuu, aaTa
OKOHYaHusi cCpoKa rogHOCTU.

Ha nauke ykasaHbl: TOproBoe Haume-
HOBaHWe npenapaTta C npepynpeau-
TenbHOW Mapkuposkolt ®, mexayHa-
pogHoe HenaTteHTOBaHHOE HaWMEHOo-
BaHWe, nekapcTBeHHasl opma, Komu-
YEeCTBO MaKkeToB B YMakoBKe, Konuye-
CTBO JIEKAPCTBEHHOrO cpeacTsa B Ma-
KeTe, [03NpOBKa, COAepXaHue aei-
CTBYIOLLErO BELLECTBa B KaXAOM Make-
Te, yCroBusi XxpaHeHusi, Hagnucu ("Co-
OepXuT caxaposy.", "XpaHuTb B Hefo-
ctynHom ans peten mecte!", "Mpume-
HATb MO HasHadeHwio Bpava.", "He
NPUMEHATb MO WCTEYEHUU Cpoka rof-
HOCTW."), ycnoBua OTMycka, perucrpa-
LIMOHHbI HOMep, Haanuch " ® - 3ape-
TMCTPUPOBAHHbLIA TOBAPHbINA 3HAK", HO-
Mep cBuAeTenbCcTBa O perucrpaumn
TOBAPHOro 3Haka, HavMeHoBaHue u
cTpaHa dupwmbl-Briagensua PY, ee
TOBapHbIN 3HaK (MaTtMHUUeiR); Haume-
HoBaHue, agpec, TernedoH M agpec
calita hMpMbI-NPOM3BOAUTENS, €€ TOo-
BapHblii 3Hak, GTIN-kop, wTpux-Koa,
HOMep cepuu, Aarta OKOHYaHMsl Cpoka
rogHoOCTW, CpPeacTBa uaeHTuduKaumm
JIN, TexHonorndyeckue mMeTku u ‘hapma-
Kopa. :
[JononHnTensHO Ha nNayke Ha aHrnwi-
CKOM _ A3blke  YyKasaHbl: TOProeoe
HauMeHoBaHWe feKapCTBEHHOro mpe-
napara, MexgyHapoOHOe HenaTeHTo-
BaHHOE HaWMEeHOBaHWe, neKapCTBeH-
Has dopma, [03MpoBKa, KONMUYECTBO
NnakeToB B YNakoBKe, KOMUYECTBO re-
KapCTBEHHOro CpeacTea B nakeTe, Top-
roBOE HaMMeHOBaHWe feKapCTBEHHOro
npenapata u  norotun  cupMbI-
Brnagensua PY (B 3aBucumocTu oT yrna
3peHus), HaHeCEHHble MEeTOAOM MUK-
POTECHEHMSA.

17

Cpok rogHoCTH

3 roga

3roga
lopeH po 10.2027r.

XpaHeHue: [Npu Temnepatype He Bbile 25 °C.

AHanus BbIMOMHEH:

"11" HosIbpsi 2024 .

3AKINKOYEHUE: nekapcTeeHHblii npenapat Hait3® rpaHynibi Ansi NPUroToBREeHUsi CYCneH3nm Ans npueMa BHYTpPb

100 mr cepus 041024 cooTBeTcTBYeET TpeGoBaHusam JIM-003413-111220 u n3am. Ne 1

HavanbHuk oTaena KOHTpPONA KavyecTtBa
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