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Poccusa, 1250009,

Ten./ dakc +7 495 7877055

r. MOCKBa, BH.Tep.r. MyHULMNAAbHbI
okpyr Ap6ar, yn.Bo3asueHKa, 4. 4/7,

cTp. 2, nomewy, 1/1

IMACIIOPT

Ne 484 ot 15 anpeast 2026 r.

HaumenoBanue npoxnykuuu Jlodapran-Kcantuce TadJjieTKH, NOKPBIThIe NJIEHOYHOH 000J104-
Koii, 100 mr
—_—

(B cocraBe (apmaneBTrueckas cyodcranuus Jlozapran kanus, npousBoutens «Wxer3sH TaHbs
®dapmacerorukain Ko.,JIto», Kurait, cepust 10130-230420)

Howmep cepun: 070226

Jlara nmpoussoactsa: 02.02.2026 ¢

KomunuectBo: 4943 norpeburennpckue ymakoBku Ne 30

Peructpanmonnoe ynocrosepenue JII1-Ne(004002)-(PI'-RU), nara perucrparmu 14.12.2023 r.
HopmatuBras nokymenranus JIII-Ne(004002)-(PI-RU)-141223

Ne Hanmenosanune Tpeboanus HJ{ Pesynbrarsl ucnsIranuit
n/n nokasaresuei
1. | Onucanune OBanbHbIC TaOJNETKH IBOSKOBBI- | OBasibHBIC TAOJNETKH ABOSKOBBI-
MyKJIol (OPMBI C PUCKO# ¢ OA- | MyKiIol (GOpMBI C PUCKOi € Of1-
HOH CTOPOHBI, IIOKPBITHIC IUIC- | HOH CTOPOHBI, HOKPBITHIC ILIE-
HOYHOH 000J10uUKO0H 6eI0ro IBe- | HOUYHOH 000JI0UKOM Oeroro Be-
ta. Ha momepeunom paspese - | Ta. Ha momepeunom paspese -
BHYTPECHHHUI CIIOi 0€noro Wiv | BHyTPEHHHUI CIIOM Oenoro nse-
IOYTH OEIIoro IBeTa. Ta.
2. | IlomMHHOCTH BDXX. BOXX.
Bpems ynepkuBaHHSA OCHOBHO- | Bpems yzaepkuBaHHS OCHOBHO-
ro IHKa Ha XpPOMATOrpaMMe HC- | IO IHMKa Ha XpOMAaTOrpaMme Hc-
MBITYEMOI0 PacTBOpPa JOJDKHO | IBITYEMOTO PacTBOpa COOTBET-
COOTBETCTBOBATH BPEMEHH | CTBYET BPEMEHH YACP)KUBAHHSA
yIAepKHBaHHS IHKa JI03apTaHa | MHKa JIO3apTaHa Ha XpOMAaro-
Ha XpOMAaTOrpaMme CTaHAAapT- | [PaMME CTAaHIApTHOIO DPacTBO-
HOTO PacTBOpa. pa.
3. | Cpenusist Macca, M ot 698 no 771 734
4. | PacnamaeMocTh, MUH He 6onee 30 10 Mun 13 cex
5. | PactBopenne,  CH2CIKNO
(1o3aprana kamus) uepes 30 He MeHee 70(Q) 93
MuH, %
6. | Poncreennsle npumecu, %
- U30Mep JI03apTaHa; He Goxee 0,5 He 00HapyXeHO
- mobas MHIMBHAYyaTbHas HPHU-
Mech (KaxI0i); He Gouee 0,2 HIDKE TIpeJiera OIpee/IeHUs
- CyMMa npumMecen He Goaee 1,0 X
7.* | MuKpOOHOIIOTHYEeCKasl YUCTOTa,

Blr
- ofwiee 4uciIo0 adpOOHBIX MHK-

pooprannsmos, KOE He Gonee 10° menee 10
- oflee YMCIO APOXKIKEBBIX U

miecHeBbIX Ipubos, KOE e Goiee 107 meHnee 10

- Escherichia coli OTCYTCTBHE OTCYTCTBYET

Ne HaunmenoBanue TpeboBanus HJJ Pesynbrarel ucnbiTanuit
/i ToKa3aresnei
8. | OmHopomHOCTh — 103MpOBaHus, | IlepBblii MOKa3aTesb mpuemse- 4
% moctu npu n=10 =He Goxnee 15.
9. | KonmuuectBennoe ompenenenue, | Ot 95 no 105 % CaH2CIKN6O
% (J103apTaHa Kanus) B TableTKe 100
OT 3asIBICHHOTO COJICPKAHUSL.
10. | YmakoBka TIo 10 tabnerox B koHTypHyo | [To 10 Tabmerok B KOHTYpHO¥
SIYCHKOBYIO YIaKOBKY u3 | sYeHKOBOM YIaKOBKe u3
TIBX/TIBAX/antoMuHHEBOI TIBX/TIBAX/antoMuHHEBOI
Gdonpru TeYaTHOH JTaKMpoBaH- | GONBIM TEYaTHOH JaKHPOBaH-
HOM. HOM.
TIo 3, 6 unu 9 KoHTYpHBIX sueii- | [Io 3 KOHTypHBIE S4EHKOBBIC
KOBBIX YNAKOBOK BMECTE C HH- | YIAKOBKH BMECTC C HHCTPYKIIH-
CTpyKUMeil 10 NPUMEHCHHIO | eif IO MPUMEHCHHUIO ITOMEIICHBI
TOMENIAIOT B AYKy U3 KAPTOHA. | B MAUKy M3 KApPTOHA.
11. | MapkupoBka Pazoen 1.3.2 mooyna 1 pezu- | Pazoen 1.3.2 moodyna 1 pecu-

cmpayuonnozo 0ocve nexap-
cmeennozo npenapama.
Ha konmypnoii  aueikogoi
ynaKoeke yKa3vléaiom: TOPTO-
BOE HAWMEHOBAHHE IIPerapara;
MEXIyHAPOAHOE  HENaTeHTO-
BaHHOC HAUMCHOBAaHUE HAa PYC-
CKOM M AaHIJMICKOM S3BIKAX;
JIEKapCTBEHHYIO0 (OpMy; IO3H-
POBKY; JIOTOTHII JiepKaTems pe-
THCTPAILIMOHHOTO  yJIOCTOBEpE-
xantis
Hus NPT povep cepuu; na-
Ty HCTEYCHHSI CPOKA T'OJHOCTH
(«mo»).
Ha nauxe xapmonnoii yxasul-
6arom: TOProBoe HaMMEHOBAaHUE
Tpernapara; MEXTyHapOTHOE
HEIAaTeHTOBAaHHOE HAWMEHOBA-
HHE Ha PYCCKOM M aHTJIHHCKOM
A3bIKAX; HAHMMEHOBAHUE, CTPAHy
anntis
1 JIOTOTHIT JepKaTens
PETUCTPAllHOHHOTO  YOCTOBE-
pEHUS; HAUMEHOBAHUE U CTPaHy
MPOM3BOMUTENS IIpenapara; Je-
KapCTBEHHYIO (hOpMy; JO3HPOB-
Ky; KOJIMYECTBO TIIperapata B
MOTPEOUTENBCKOW  YITAaKOBKE;
«Anruorensuna II penenropos
QHTArOHUCT»; HAUMCHOBAaHUE U
KOJIUYECTBO JeHCTBYIOIIErO
BellecTBa B TalJieTKe; HOMEp
Cepuu; JaTy MCTCUYEHHUsS CpOKa
TOMHOCTH («TOJICH JI0»); YCIIO-
BUSL XPAHEHHS; yCIIOBUS OTITyC-
Ka; «[IpuMeHeHne U pexuM Jo-
3UPOBAHUS COIJIACHO IIpUiarae-
MO HHCTPYKIIUH.»;

CMpayuonnozo0 00cve JeKap-
cmeennoz0 npenapama.
Ha Konmypnoii  saueikogoi
YNAaKoeéKe yKazamo: TOProOBOE
HaMMEHOBAaHUE npemnapara;
MEKIyHapOJHOE HEIaTeHTo-
BAaHHOE HAMMEHOBAaHUE HA pycC-
CKOM M aHIJIMHCKOM S3BIKAX;
nekapcTBeHHas (opma; 103u-
POBKa; JIOTOTHI JIEpiKaTeNns pe-
THCTPAlLlMOHHOTO  YJIOCTOBEPE-
xantis
Hus PR
HUCTEUEHUS
(«mo»).
Ha nauke KapmoHHOIl yKa3aHo:
TOProBo¢ HAaUMEHOBaHUE IIpe-
rapara; MEKIyHapoJHOE Hema-
TEHTOBAaHHOE HAUMEHOBaHUE Ha
PYCCKOM U aHTJIMICKOM s3bIKaX;
HaMMEHOBAHUE, CTPAHA M JIOIO-

anhtis

THIT JiepKaTens peru-
CTPAIlHOHHOTO Y OCTOBEPEHHS;
HAUMCHOBAHUE U CTPAaHA IPOU3-
BOAUTENs Ipenapara; JeKap-
CTBeHHast (opMma; JIO3HPOBKA;
KOJIMYECTBO IMpemapara B IIO-
TPEOUTENBCKOI yNaKkoBKe; «AH-
ruorensuHa Il peunentopos aH-
TarOHHCT»; HAUMEHOBAHHEC U
KOJIUYECTBO JIeHCTBYIOIIErO
BelleCTBa B TalJIeTKe; HOMEp
CepuM; JaTa MCTeYCHHs CpOKa
TOMHOCTH («TOZICH JI0»); YCIIO-
BUS XPAHEHHS; yCIOBHUs OTITyC-
Ka; «[IpuMeHeHne U PeXHUM JI0-
3UPOBAHUS COIJIACHO IIpUiarae-
MO HHCTPYKIIUH.»;

5 HOMEp ce€puu; nara
CpoOKa TOOHOCTH

Crpannna 1 u3 3

Crpanuua 2 u3 3




Ne HanmenoBanue TpeboBanus HJJ Pesynbrarel ucnbiTanuit

/i ToKa3aresnei
«Cnocob npumMeHenus: | «Crnocod TIPUMCHEHUSL:
BHYTpb.»; «XpaHHUTh B HEJO- | BHYTIPb.»; «XpaHUTb B HeJO-
CTYIHOM JUIs JeTeid Mecte!»; | CTymHOM Juis Jaeteid mecte!»;
«IIpenmapar coaepxutr MaHHH- | «IIpemapar comepXKUT MaHHH-
TOJL»; HOMEp PETHCTPAIlHOHHO- | TOJL.»; HOMEp PErucTPalHOHHO-
TO yIOCTOBEPEHHs; IITPHXOBOH | TO yIOCTOBEPEHUS; INTPHXOBOM
KoJ; MH(OpMAIUs Ut MOHHTO- | KOJ; HH(pOPMAIUS AT MOHHUTO-
pHHTa [BIDKEHUS JICKAPCTBCH- | PHHIA JIBIDKCHUS JICKApCTBCH-
Horo mnpenapara (GTIN, SN, | noro mnpemapara (GTIN, SN,
DataMatrix ko). DataMatrix ko).
Ipumeuanua: Homep cepuun | Homep cepum BkiIOYaer naty
BKJIIOYAaeT JaTy HPOM3BOJCTBA. | IPOM3BOACTBA. Ha KOHTypHYIO
Ha xouTypHyro  s4eifkoByio | A4EHKOBYIO YMaKOBKYy H Kap-
YINAaKOBKY M KapTOHHYIO IAYKy | TOHHYIO IauKy HAaHECEHBI TeX-
MOTYT OBITh HAHECCHbl TEXHU- | HUYECKUE (IIPOU3BOACTBEHHBIE)
yeckue  (IPOHM3BOJICTBEHHbIC) | KOIbl (rpaduyeckue, OyKBEH-
Kombl (rpaduueckue, OyKBEH- | HbIC U IIU(PPOBbIC).
HbIC WK U(POBBIE).

12. | Xpanenue IIpu TemnepaType He BbIIIe IIpu TemnepaType He BbIIIe
25°C 25°C

13. | Cpok rogHocTH 3 roxa. 3 rona.

(ronen o 02.2029)

* TIpotokon ucnsitanuii Ucnbiratensroro nearpa OO0 HULL « DPAPMOBOPOHA» Ne 34571¢/26
ot 20.02.2026.

Ucneitanns nposenenst no JIII-Ne(004002)-(PI'-RU)-141223.

WHkeHep-XUMHUK MO TOKyMEHTaIH

H.H.dyt4ax

Crpannna 3 u3 3




