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MecTo 11 POU3BOACTBA:

Homep cepuu
Jara npouzsoactea 07.2026

Llex N03, 220007, Pecnybnuka benapycs, r. Munck, nep. @abpuuuyca, 3/14

710726

(MTPOW3BOICTBEHHOE MOADA3/CISHHE. HHJICKC. anpec)

KonuuecTBo B cepun
Henbiranusa soinonuensl no JINT-004952-220520, wam.Nel,2,3

6360 yn Nol0x3

Crpana nasnauennss POCCUUCKAS OEJIEPALIUSA

No
n/n

HaumeHoBaHue nokasarenei

Tpebosanusa JII1-004952-220520,
u3M.Nel,2.3

MeTon KOHTpOoIS

P(‘.‘3yIIBTaTI>I UCTIBITAHMI

Onucanue

TabneTkyn, NOKPLITBIE MJIEHOYHOH
obGonoukoii, 6enoro uaun noutH Herxoro
uBera, Kpyrible, ABOSKOBbIMYKIbIe. Ha
NOTEpPevHOM paspese BUAHO AApo
Oenoro win nmouTH BeoTo LBETA.

Ha nosepxHocTu Tabnetox
JIOTTYCKAETCSH LIEPOXOBATOCTh
MJAEHOYHOTO TOKPBITHS.

BusyanbHbIi

COOTBETCTBYET,
Tabnerku, NOKpeITHIC
NACHOUHOH 00010UKOH,
nouTn 0enoro uBeTa,
Kpyriible,
ABOsAKOBBITTYKNblE. Ha
MOTIEPeYHOM pa3pese
BHJIHO PO 1M04TH Genoro
11BeTA.

Ha nosepxnoctn tabnertox
MMEETCH LIEPOXOBATOCTh
MJACHOMHOTO MOKPLITHSL,

[MToANUHHOCTS:
- aHacTpo3on

Ha xpomartorpamme UCHBITYEMOTO
pacTBopa, MPUTrOTOBACHHOTO LIS
KOJIMUECTBEHHOTO OMpeaeTeHNs,
BpeMsl YAepKaHHA OCHOBHOTO IHKa
JIOJIKHO COOTBETCTBOBATHL BPEMEHH
yiepiKaHuA M1UKa aHacTpo30sa Ha
xpomatorpamme pacteopa 2 CO
aHacTpo3ona,

Ha xpomaTorpaMme HCMBITYEMOTO
pACTBOPA JOJKHO 0OHAPYKUBATLCS
OCHOBHOE IMATHO, COOTBETCTBYIOLLEE
1o pacnoJa0RECHHIO,HHTECHCHBHOCTH
OKpackH W BEJIHYHMHE OCHOBHOMY
NATHY Ha XpoMaTorpamme,
MOJTYHEHHOI TIpH
xpomartorpacduposannn 50 MK
pacteopa CO aHacTpo3ona.

I'd Pd, ODC.1.2.1.2.0005.15

D PD, ODOC.1.2.1.2.0003.15

Bolaepxusaer

Boiaepxusaer

Pactsopenue

He menee 80% (Q) anactposona uepes
45 MUH

I'd PD, ODC.1.4.2.0014.15
['® PD, OPC.1.2.1.2.0005.15

101% - 106%

PoncreenHbie npumech:
- mobas
HEHACHTHQHUMPOBAHHASA

He Gonee 0,2 %

['®d PD, ODC,1.2.1.2.0005.15

menee 0,02 %
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IpUMECh
- CyMMa npHuMecei

He Gonee 1,0 %

menee 0,02 %

5 |OanopoaHoCTb AV < L1 (L1 =15,0%) I'd Pd, ODC.1.4.2.0008.18, (6,5 %
A03HPOBaHHA crnocob |
I'd Pd, ODC.1.2.1.2.0005.15
6  |MukpoGuonorinieckas Kareropus 3A I'® PO, OPC.1.2.4.0002.18 |CooTeTcTayeT
YHCTOTA:
7 |KonuuectBeHHOE O710.95 10 1,05 mr B tabnerxe, cunras |[['d P, ODC.1.2.1.2.0005.15 (0,97 mr

onpeneneH1e

Ha CPeAHIO Macey TabneTku

8 |Ynakoeka

[To 10 TabneTok B KOHTYpHYIO SUEHKOBYIO YIAKOBKY W3 [UIEHKH
MOJIMBHHUANXIOPHAHOMH W (PONBIH alOMMHHEBOI.

OnHy WK TPM KOHTYPHBIE S4YEHKOBbIE YTIAKOBKH BMECTE ¢
MHCTPYKLMEH 10 NPUMEHEHHIO NOMELIAIOT B AYKY U3 KapTOHAa,

Mo 10 Tabnetok B
KOHTYPHOI siueiKoBoii
YNAKOBKE U3 NICHKH
NOJAUBHHHAXJIOPHAHOMN K
honbru aNOMUHHEBOI,
Tpu koHTYpHBIE
AUEAKOBbIE YNAKOBKH
BMECTE ¢ MHCTPYKLIHEH
MO PUMEHEHHIO
MOMELLEHDbI B MAYKy M3
KapToHa.

9 |Mapkuposka

Ha pycckoMm s3blke yKa3blBaoT:

1) INepBuyHas ynakoBka JIeKApCTBEHHOIO Mpenapara.

Ha konTypHoii AueiikoBoi ynakoBke: HAMMEHOBAHME NpeIpUATH-
H3roToOBHUTEJIA, €ro TOBB.th!f"i 3HaK, TOpropoe HaMMEeHOBaHHe
npenapara (COBNaaaeT ¢ MeNILyHaPOAHbIM HellaTeHTOBAHHBIM
HaMMEHOBAHHEM ), 103UPOBKY, HOMEP CepUH (YEThIpe nocaeiH1e
1H(pb 0603HAYAKT MECSILL U FOJ M3TOTOBICHHA), CPOK TOAHOCTH,

2) BropuuHas ynakoBka JeKapcTBEHHOTO npenapara,

Ha nauke: HauMeHOBaHHE NMPEANPHATHA-NPOU3IBOAMTE/IA, €r0
TOBAPHbLIH 3HAK, KOPHAHYECKHH MOYTOBLIH aapec, ajipec WEKTPOHHOMN
MOUTHI, Te1./(hake, TOProBoe HaMMEeHOBAHUE npenapaTa (CoBMaaaer ¢
MEKIYHAPOAHBIM HENaTeHTOBAHHLIM HAMMEHOBAHHEM),
JEKapCTBEHHYIO (hOpMY, KOJIMUECTBO TablIeTOK B 0HOH yraKoBKe,
N03UPOBKY, COCTAR (HAMMEHOBAHHME W KOJIMYECTBO AeHCTBYIOLLErO
BEILECTBA U [EPeUeHb HEKOTOPAIX BCIOMOraTe/IbHLIX BEILECTR),
Crocod NpUMEHEHHs, YCIOBUS OTIycka, «JI1s npuema BHYTPbY,
«[IpMMEHATE N0 HA3HAUEHUIO Bpauay, « XPaHWTh B HELOCTYITHOM Ji1s
JIETEH MeCTey, YCIOBUA XPAHEHHUSA, HOMEDP CePHH (HeThIpe MoCcieiH1e
HH(PL 0003HAYAIOT MECHLL W O M3rOTOBIECHHS ), CPOK FOAHOCTH,
HOMEP PErHCTPALHOHHOrO Y10CTOBEPEHHS, LITPHXOBOH KO U
thapmako], JomycKkaeTcs HaHECeHHe CPEICTB MAeHTH(HKALIN,

Ha pycckom f3bike
YKa3aHO!

1) MepBrunas ynakoska
JEKApCTBEHHOrO
npenapara.

Ha xontypnoii
AYEHKOBOH ynakoBke:
HAUMCHOBAHHE
NPeanpHATHS-
M3rOTOBUTENH, €ro
TOBAPHbIH 3HAK,
TOProBoe HaHMEHOBAHHE
npenapara (coBrnajaer c
MEIKYHAPOHBIM
HernaTeHTOBaHHbIM
HauMeHOBaHMEM),
JI03MPOBKA, HOMEP
cepuu (HeTnipe
nocneaHne UWHdpbl
0003HavAIOT MecAIL 1
rof H3roTOBIEHUS ), CPOK
FOAHOCTH,

2) Bropnunas ynakoska
J€KApCTBEHHOrO
npenapara.

Ha nauxe:
HaMMCHOBaHHe
npeanpuaTHa-
NPOU3BOAHTENS, €ro
TOBAPHbIA 3HAK,
FOPHAHYECKHH MOYTOBbIH
ajpec, aapec
EKTPOHHOMN NOUTHI,
Ten./daxe, Toprosoe
HaMMeHOBaHHE
npernapara (coeBnajaer ¢
MENCLYHAPOIHBIM
HENnaTeHTOBAHHbIM
HauMeHOBaHHEM ),
nekapeTBeHHas Gopma,
KOJIH4ecTBO TabNeToK B
OHOH yNaKoBke,
JLO3HPOBKa, COCTaB
(HaMMeHoBaHHE M
KOJIHYeCTBO
AEHCTBYIOLLETO
BELIECTBA M NepeyeHb
HEKOTOPbIX
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BCIIOMOTraTebHbIX
BELLECTB), criocod
NPUMEHEHHA, YCIOBHA
otnycka, «lna npuema
BHYTPBY, «[Tpumenats no
Ha3HAYEHUIO Bpayay,
«XpaHHTb B
HENOCTYTHOM JUId JeTeH
MECTE», YCIIOBHSA
XpaHeHHs, HOMEp cepuH
(ueTelpe mocaeaHue
uudpel 0b03HaAIOT
MecALL M roJ1l
H3rOTOBJIEHUA), CPOK
rOJHOCTH, HOMEp
PEruCTPaLMOHHOTO
YJA0CTOBEPEHHA,
HWITPUXOBOKH KO H
thapMakod, HaHeCeHb!
cpencTea
naeHTHduKamn.

10

Xpaneuue

B 3aimmiménHoM 0T cBeTa MecTe npy TeMneparype He sbite 25°C

11

,[[aTa OKOHYaHHA cpoKa

roaHoOCTH

3 rona

07.2029

Hara, ®.11.0. u noanuch OTBETCTBEHHOTO 3a BHECEHHbIE pe3yibTaThl 12.08.2026 pz// /__bemwko EB./

JakroueHue:;

JIT1-004952-220520, HSM

Jam.Hauaabuuka OKK

Jara 12.08.2026

Jlara [Moanuck
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A noomeepoicoaio, umo npueedemfm..éaudl Ut%gbopma

®.H.0.

kayecTBO "AHAcTpPo30:1, TaONEeTKH, NOKPLITHIE IJICHOYHOH 000/104K0#, | Mr (KOHTYpHas
sueiikoBas ynakoska) 10x3 (nauxa kapronnas)" cepun 710726 coorseTcTBYET TpeOOBAHUAM

l]wf Aeusemca 00CmosgepHoll u Mmoo, Ima cepus npooyKyuu

npouseedeHa (BKIOYAA YNAKOBKY (uapxwpoew) U KOHMPONL Kauecmeda) HA GbIMEYKAZaHHOU Mpou3co0cmeennoll wionadke

(naowjaorkax) 6 ROAHOM coomaemr_msuu C JHH{E!H?H&I! na rﬁapwaz;ea‘mzmecay!o desaneibHocms,
uu()'reofcau;eu Hp()IUBO()CMBBHH()H ﬂpﬂh?ﬂﬂk’u mpeéoeammwu Konmpona xKaiecmea JNexkapcmeeHHblx LPE()CJTPG

¢ mpebosanusivmu Tpasun

a Mmakxce 6

COOMBEMEMBUU CO CREYUPUKAYUAMIU, COOLPICAUUMUCA 6 PESUCTPAYUOHHOM DOCHE UTU 6 DOChe CReYUDUKAYULI HA TeKAPCMBeHHbIT
npenapant 6 CAVHae 1eKaApPCMBeHHbIX NPeRapamos 0N KIUHUHECKUX UCCIE008aHuU,
3anucu no npoussoocmay, ynakoske U anaiuzy npoeepenvl, U YCMAHOGAeHo ux coomsemcmeue mpebosanuim llpasun
naorexcay et RPOUIE00CMBEHHON NPAKIMUKU.

Jara nojnucanus 12.08.2026

Yno/iHOMOYeHHOEe JINLO

Ceprudmrar Ne 018340 0710726
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