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Haumerosanue no H

Apnpec npovssoacrea
AZpec BbiNycKaroLero KOHTPONS

GTIN

Homep napruun/cepun

Konuuecrso /macca, ofbem/, eq.uam.

[Hara npoussoncTea
Cpok rogHocTu

KouTpons nposesex no

Ceptudpukar aHanusa Ne 588
Bepownunaktox® Tabnetku 25 Mr, 20 LT, - yNaKkoBKu AYERKoBbIe KOHTYPHbIE -

NaqKky KapToHHsle (20 wrT.)

Mockosckan obn., r.o. Cepnyxos, n. Obonewck, Tep. Keapran A, o, 2

Mockosckas obn., r.o. Cepnyxos, n, OBoneHex, Tep. Keapran A, a. 2, ctp. 1

04605077005093

10224

62706 ynak

02.2024

02.2028

J1N-Ne(000485)-(PT-RU)-260723 BepolununakToH® Tabnertku, 25 mr

Ne Haumenosanue nokasatena
KauecTsa 1o HOPMaTUBHOMY TpeboBakue K Ka4ecTBy No HOPMATUBHOMY AOKYME Peaynerar
an Yy YMEHTY
LOKYMEHTY
Kpyrnele nnockouunuHapudeckue Tabneti benoro
1Nk 6eNOroD € KEeNTOBATLIM, KOPUHHEBATHIM UNK Kpyrneie nnockoumnuHapudeckue tabnertku 6enoro
1 Onucanve PO30BATLIM OTTEHKOM LIBETA, C PUCKOM C OfHOM UBeTa, C PUCKO# C 0QHOWM CTOPOHEI TabneTky, ¢
CTOPOHbI TabneTku, ¢ tackoi, oyt 6es 3anaxa unu thackom, co cnabsiM cneunduyeckum 3anaxom
co cnabbiv cneyuduieckum 3anaxom
Y®-CNeKTpsl NOMMOLLEHHS UCNLITYEMOro pacreopa u
Uaenmuduaims. pacteopa CO crupoHonakroHa B oBnacru ot 220 Ao
2 Y-CrexTpothoToMETpHS 270 HM [OMXHE! UMETH MaKCUMYM DU GAHOM W TOM XKe Cootsercrayer
™ P AnvHe BONHLI (paanen «KonuuecTeeHHoe
onpejenexsues)
MATHO Ha XpoMaTorpamme MCMLITYEMOTO pacTeopa b
M0 NONOXEHWIO, BENUYUHE U MHTEHCUBHOCTU
3 Waentudmkauma. TCX NOrAOLLEHUA A0MKHO COOTBETCTBOBATDL NATHY Ha CoorsercreyeTr
xpomarorpamme pactsopa 1 CO cnuporonakToHa
(pasaen «lpumecun)
He Gonee 3,0 %
4 "
Tanek, aspocun (cymmapo) 1,7 %
0,
5 Pacraopere He menee 70 % (Q) cnupoHonakToHa yepes 100 %
60 muH
6 KavperoH He Gonee 1,0 % Menee 1,0 %
Nobas eguruyHan
7 HEUAeHTUUUMPOBaHHaR He Gonee 1,0 % He oBrapyxero
npuMech
8 Mpumecu. Cymma npumecern  |He Gonee 20% Mewxee 2,0 %
9 MukpoBuonoruyeckas uuctota |Kateropun 3A Cooteercrs
pu: yer
AV =150 % npun =10
10 ORuopoguocts it oy < 15'0 9%, 0,75M s X 52%
ASHpO <1,25M npun = 30
Ot 23,1 50 26,9 Mr CMPOHONAKTOHE, CYMTan Ha
1 1 i} il »
1 | KonuuectsexHoe onpegenenve CPeAHIO MacCy OAHOi TaBNeTkH 24,3 mr
?E c::griasl cznamc ggl)-‘ f:gggﬁ?ﬂst éPF-R:})-ZBW?.a Mo 20 TabneTok B KOHTYPHOI AYeMKOBOMH ynakoske
ctni il s " ypHyio i M3 NAEHKW NONUBUHUNXTIOPUMAHOA U DOMLIM
AYEMKOBYIO YNAKOBKY U3 MNEHKKU NONABIHUIIXNOPUAHON 2MIOMUHUEBOA NEYaTHOI Nakuposantioi, Mo 1
12 Ynakoska v hOnNbv anNoMUHUEBON NEYaTHOM NaKMpoBaHHOM, KOHTYDHOV SMEIKOBOM YTAKOBKE BMECTE C
Mo 1, 2 unn 3 KOHTYPHBIE SYeRKOBbIE YNakosku BMecTe WHCTPYKLIME 10 MPAMEHEHMIO NOMELLEHb! B NasKy
C MHCTPYKLMEN MO NPUMEHEHMIO NOMELLEIOT B Navky 13 13 KapToHa
KapToHa. '
8 cootsercrauu ¢ JI1-Ne(000485)-(PT-RU)-260723 MepsiHan ynakoska. Ha KoHTYpHO#H Aueikosoi
}l’;epamuan JHERODRD. i A YNaKOBKE YKa3aHbl: TOProBOe HauMeHOBaHUE
2 KOHTYPHOW A4EKOBOM ynakos : yKaselsaior: npenapara ¢ npeaynpea1TensHOR MapkvpoBKoi ®,
Toproaoe HAHMEHONEWE IPRNEDETS T MEXAYHAPOAHOE HENATEeHTOBAHHOE HaVMEHOBaHUE
MPeAyTIPeAUTEntHOA Mapkuposkoit ®, mexayHapoatoe [ PYCCKOM 1 @HITIMIACKOM S3bIKAX, NeKapCTBEHHaS
HONATRHTOBAHHOS HRMMEHOBAHIE Ha DYCOXOM W thopma, A03uUpoBKa, NoroTun «aliums, Homep cepuy,
BHITIHFACKOM SSLIKEX, NSKBCTBEHHYIO BOpMY, B KOTOPOM OTPAKEHa f]aTa NPOMIBOACTEA
A03MPOBKY, Norotvn «aliumy», HOMEP Cepuu, B KOTOPOM NeKaPCTBEHHO NpenapaTa, 4aTa UCTeueHNs CpoKa
OTPaXeHa Aara NpoMaBo/CTBa NEeKapCTBEHHOM roaocTh («flo...»). BropusHas ynakoska, Ha naske
13 Mapkupoeka npenapara, Aaty UCTeYeHUA Cpoka rogHocTy («[do...» YKa3aHbI: HAMMEHOBaHUE AepKaTens
Wk «[0....»). PErVCTPALMOHHOID YAOCTOBEPEHIS, NOroTHA
Bropuunas ynakoaxa. «aliumy, cokpalueHHbIi aapec (crpaHa), TenedoH,
Ha nauke ykasuiBaloT: HauMeHoBaHue Aepxarens 8APEC ANEKTPOHHOTD CaliTa, TOproBoe
PETUCTPAUMOHHOTO YAOCTOBEPEHUS, NOroTMN «aliumy, HaWMEHOBaHME NENAPATa ¢ NPEAYNPEAUTENLHOM
" |COKPALLEHHEIR SHpes (cTpany), Tenedion, anpec Mapkuposkoi ®, MexayHapoaHOe HENaTeHTOBaHHO.
ANBKTPOKHOMD CaliTa, TOProBOE HauMeHoBaNve HAUMEHOBAHME Ha PYCCKOM 1 AHITIMIACKOM A3bIKaX,
npenapara c npeaynpeauTentHoi Mapknposkoi ®, nekapcTBeHHaR (OPMa, KONMHECTa0 Npenaparta &
MEXAYHAPOAHOE HENATEHTOBAHHOR HAUMEHOBAHUE Ha NauKe, 103MPOBKA, HHBDOPMALMA O
PYCCKOM W 8HITIMMCKOM R3bikax, NeKapCTBeHHYI0 i '

Crpanmya 1ma 2




Mpoayxiya: BepownunaxtoH® Tatnerku 25 Mr, 20 WT. - YNAKOBKW AUEAKODLIE KOHTYPHLIE - NENKKM KAPTORHNE {20 wr.)

Cepusn: 10224
Ne HaumeHoBaHue nokasarens
alki KavecTsa N HOpMaTUBHOMY TpeboeaHue K Ka4ecTay N0 HOPMaTUBHOMY LOKYMEHTY PesynbTar
AOKyMEHTY

hopMy, KONMMECTBO Npenapara 8 nauke, A03npoBky,
MHChOpMALMIO 0 COCTaBe (HaumMeHOBaHue 1
KOMWMECTBO ASCTRYIOLIENs BELecTsa), «CopepwunT cocTase (HavMMeHOBaHWe 1 KONW4ecTso
NAKTO3bI MOHOPMAPAT.», «XPaHUTL B HEAOCTYNHOM ANA |AERCTBYIOWED gewecTsa), «CONepKUT NAKTO3bi
neTeit MecTe.», yenoeust xpasenna, «ns npuema MOHOMUAPAT.», «XPaHUTb B HEAOCTYNHOM ANS AeTel
BHYTPb.», «TTPUMEHATH N0 Ha3HaYeHUIo BpaYa.», luecre.», ycnosus xpaHerus, «[ins npuema
HOMEP PEruCTPALIMOKHOIS YAOCTOBEPEHWUA, YCNOBUA  [BHYTPE.D, «NpUMEHATL N0 Ha3HaYEHWIo Bpaya.»,
OTnyCKa, HOMEp CEpuM, B KOTOPOM OTPAXeEHa AaTa HOMEP PerncCTPALMOHHOrD YA0CTOBEPEHNA, YCNOBUA
NPOM3BOACTSA NEKapCTBEHHOrO npenapara, AaTy QTRycka, HOMEP Cepuu, B KOTOPOM OTpaxeHa AaTa
neTedeHna cpoka rogHocTy («fogeH AO...»), npoW3BOACTBa NEKapCTBEHHOMO npenapara, Aata

13 Mapkupoeka LUTPUXOBOW KOA. UCTENEHUR Cpoka roaHocTy («fogex Ao...»),
[lonycTUMO HaHECeHNE WPUGTOM Bpanns WTPMXOBOM KoA. [INA BHYTPEHHErD NCNONb3CBaHWA
«BEPOLUMUNAKTOH 25 M, NPOU3BOAMTENEM Ha NaJKe KapTOHHOW
1N BHYTPEHHETD MCNOMbL30BAHMA NPOM3BOANTENEM Ha KOMMEPH{ECKOW YNaKoBKN HaHeCeHs!
MauKe KapPTOHHOM KOMMEPHECKOW YNakoBKu MOTYT 6LiTb |NPON3BOACTBEHHbIE KOALI. Ha MecTe HaHeceHuA
HaHeCeHb! NPON3BOACTBEHHbIE KOAbI. HOMEepa Cepuw, Cpoxa roAHOCTH AONONHUTENBHO
Ha MECTe HaHeceHWs HOMEpa CepiM, CPoKa rofHOCTM  |HaHECEHS! CPeACTBa naeHTUDUKaLMKU A4NA CUCTeMbI
ONOMHUTENBHO MOTYT HEHOCUTLCA CPEACTBa MOHUTOPMHIE ABWKEHWUA NEKAPCTBEHHBLIX
WIEHTUUKELMM ANA CUCTEMBI MOHMTOPWHIA npenapaTos ANA MEAUUMHCKOTO MPUMEHEHUs.
ABVKEHMA NeKapCTBeHHbIX NpenapaTos AnA
MEAMLIMHCKOro NPUMEHEHWS.

14 YCNoBUA XpaHeHua Tipn TemnepaTtype He Beiwe 25 °C COOTBETCTBYET

15 Cpok rogHocT! 4 ropa 4 ropa

Jakniodenue: CooTsetcTayeT Tpebosanusam )
NM-Ne(000485)-(PT-RU)-260723 Bepownunaxtos® Tabnetky, 25 mr

[lata soinycka: 28.02.2024

Kpacotkura 10.A.

Crpasnya 2va 2



AO "ANTUYM"
Ceprudmkar cootBeTcTBUA cepunu Ne 634/24

oT1 29.02.2024 .

Toprosoe HaumeHoBaHue BepouwnunaktoH®

MHH/pynnupoBoyHoe HaumeHoBaHne |CnMpoHONaKToH

Tabnetku 25 mr 20 WT. - yNaKoBKU SYERKOBbIE KOHTYPHbIE
Sopma EsIyCNa - NaYvku KapToHHble (20 wT.)
Cepus 10224 Obbvem cepuu 62 7086 ynak
[ara nponssogcTea 02.2024 lopex go 02.2028
Ceptudbukar aHanuza |588 ot
Ne 28.02.2024 1 CtpaHa Ha3Ha4yeHus POCCIKA

AO "AJIMYM", Mockosckas o6n., r.o. Cepnyxos, n.
Mpovssopurent OBoneHck, Tep. Keapran A, 4. 2

AO "AJIMYM", Mockoeckas ofn., r.o. Cepnyxos, n.
Mepenutan ynakoska O6oneHck, Tep. Keapran A, 4. 2

AO "AIINYM", Mockosckas o06n., r.o. Cepnyxos, n.
BropuyHnas/noTpeburtenbckas ynakoska OBonekck, Tep, Ksapran A, 4. 2

AO "AIINYM", Mockosckas o6n., r.o. Cepnyxos, n.

Beinyckalowwii koHTpone O6onenck, Tep. Ksapran A, 4. 2, cTp. 1

HavmeHoBaHuve 1 agpec aepxatens AO "ANTMYM", 142279, MockoBckasn obn., r. Cepnyxos, n.

PEerucTpauuoHHOro yaoCToOBEPEHNA O6oneHck, Tep. Keapran A, a. 2

Homep PY u para peructpauuu unm JIN-Ne(000485)-(Pr-RU) ot 28.12.2021 r. (aata BHECEHWS

[arta 3aMeHbl usMeHeHun 26.07.2023r.)
JIM-Ne(000485)-(Pr-RU)-260723 BepownunaktoH®

Homep HopMartuBHOM JOKYMEHTaLWK

Tabnetku, 25 mr

HacToswum s NoATBEPKAaK, 4YTO NpuUBeAeHHas Bbilie MHMOPMaUWs SBMSETCA AOCTOBEPHOR W
TOYHOW. 3Ta cepus NPOAYKUMM Mpou3BeneHa (BKMIOYas ynakosky (MapkvpoBKY) M KOHTPOMb
Ka4ecTsa) Ha BbilleyKasaHHOW NPoU3BOACTBEHHON Nnolwaake (nnowagkax) 8 NonHOM COOTBETCTEBNM
¢ Tpebosavusmu [paBun  Hagnexawen npPOM3BOACTBEHHOM  NPaKTUKM Espasuiickoro
9KOHOMMHYECKOTO COK3a U TpeBoBaHMAMMU KOHTPONS KaYeCcTBa NeKapCTBEHHbLIX NPenapaTtos, a Takke
B COOTBETCTBMM CO  CNEuUUKaLMaMKA, COAEPHAMUMUCA B  PEruCTPaLMOHHOM  AO0ChbE
CTpaHol-umnopTepa vnn B A0CbE CneuudukauWii Ha nexkapcTBEeHHbIA npenapat B crnyuae
NEKapCTBEHHbIX NPenaparos ANA KNUHUHECKUX UCCNefoBaHniA. 3anucy no Npon3BOACTBY, YNaKoBKe
U aHanusy nposepeHbl, W YCTAHOBNEHO WX cooTBeTcTBME TpeboeaHuam [pasun Haanexawlen
NPOU3BOACTBEHHOW NPaKTUKY.

MpoayKuus paspelueHa K peanusaumu

Vv

LA HET

YnonHomoveHHoe nuuo  Benosepuesa WMpuHa BuktoposHa / &u /; | R4EA Lol
[“Te) Moankls lata




((@lr wosoLo) ( ) ~ jarnnordes
ks ool JNAHIY. OV £TLOLT-HNY-1d)-(86+000)N-LIL0 awaruroscHod]]) ¥aod (LWAHIY. B304 z.wm—_\w.“: OME...H:MH—MW.. HNhRH () IMHAALHON INSONYIKK H¥sONRLL +T0T 09T
OV) JAKHIY.. 08159m00 3ondanoHnNy 90 v Tam ] Jw Q[ mrkoues (@HoLsviumodag
(I womoroa) G ¥ it . ~ fommmordey
. +TTO1 JNAHIY. OV £TLO9T-(NY-1d)-(S8P000)N-LIIN awaLniroscuod]]) K30 *(WAHICY. ¥HI0g ..?ﬁﬁﬁ.. Ow.c.“nﬁun__“.mz = makeu ‘() aud£1noN sM80NYanE HysoNen ¥Z0T'20°6Z
OV) JAAHINY,, 05193M00 20HdIHOHIN Y oy v “Lm (7 JW §7 HaLargeL @roryernumodag
u-“ﬁa e sadogo . BHIIELHAWANON BeRaHLEwdo] val du xsuIreLy o enedy; o g Aure) IHHEEOHIWHEH 20803d0, » T
wanr danopy ‘undad dowoy ERINEHL)AI9E ‘sEnecHnvId H n 2 auarsrosenodyy L DMV 9 BEHHIIIHE vLe]]
p - F > - oy » ¥y &
EUHIHYXO09VIVE 3d3oD 8
AdOEVYH OLL ¥
«O¥' 1T

#Z0Z°€0'TT BH OIMHEOL1D0) ouU 8.10Tad) x1I9HHagLddexNalr nuhedasag noXounidod 8 10dogo UMMDHeTed. 8 afoss o KMHaTas)»




