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CEPTH®UKAT CEPHHA

T'oToBkLIil JekapcTBeHHBIH npenapar

Ne 1211/26

HaumeHoBanue

[Humedpon
Pacmeop 05 BHYMPUEEHHO20 U SHYMPUMbBIUEYHO20 66€0EHL
10 me/ma 1 mn, amnyner (10), kopobku kapmouHble

MesxayHapoaHoe HelATeHTOBAHHOE HANMEHO- Hugpenzuopamun
BaHHe (TPYNNHUPOBOYHOE HIH XHMHYECKOe)
Howmep cepuu 150426
O6bem cepun 12200 yn.
JlaTa npou3BoO/ACTBA 15.04.2026
JlaTa oKOHYAHHS CPOKA TOHOCTH 5 nem

Mo 04.2031

Homep perneTpanHoHHOT0 YA0CTOBEPEHHS H
JIATA perucTpaLHu

P N003993/01 om 27.01.2010
Hama samenwt 20.04.2020

HaumeHoBaHHe H ajipec Jep:xarens (BJjaa-
JeJIbIA) PerucTPaoOHHOrO0 Y10CTOBePeHUs

Axyuoneprnoe obuecmeo «JATbXHMPAPM»
(A0 «[JAJIBXHM®PAPM>»), Poccus,
680001, Xabaposcruwii kpatl, 2. Xabaposck, ya. Tawxenmekas, 0. 22

Homep HOpMaTHBl—lOﬁ AOKYMEHTAIIHH

P N003993/01-200420,
usm. Ne 1

IIpousseneno,
aJpec NPOU3BOACTBEeHHOMH NJIOIAIKH

Axyuoneprnoe oduecmso «JAJTBXHMPAPMy
(AO «JAJTBXHM®APM»), Poccus, 680001, Xabaposckuil kpati,
2. Xabaposck, yn. Tauwenmexas, 0. 22, cmp. 2

YnakoBaHo,
aJijpec NPOH3BOACTBEHHON MJI0IAKH

Axyuoneproe obugecmeo «JAJIBXHMPAPM»
(AO «JAJTEXHM®APM»), Poccus, 680001, Xabaposckuii kpail,
2. Xabaposck, yn. Tawxenmexas, 0. 22, emp. 2

Beinyckalomuii KOHTPOJIb KavyecTBa,
ajipec NPOM3BOJCTBEHHO MJI0AIKH

Arxyuoneproe obugecmso « JAJIbXHMDAP My
(A0 «dATEXHM®APM)), Poccus, 680001, Xabaposckuil kpat,
2. Xabaposck, yn. Tawxenmexas, 0. 22, cmp. 8

Peaym,‘ra'ru AHAJIH30B

Hacnopm Ne 15/1328-26 om 30.04.2026

JIHI.IEHBHH HA NMPOU3BOJACTBO JIEKAPCTBEHHbIX
CPeaAcCTB AJs MEJUUHHCKOr0 NIpHMEHEHH A

Pecucmpayuonnviii Homep nuyensuu
JI012-00102-77/00010391

CepTHHKATEBI COOTBETCTBUSA TPeOOBAHHIM
Ipasua Haguae:xkaiei NponM3BOACTBEHHOI
npakTuki EBpasniickoro 3k0HOMHYeCKOro
cor03a

Cpok peiicteus ¢ 03.08.2023 no 02.08.2026

Ne GMP/EAEU/RU/00911-2023
(Xabaposckuii kpail, 2. Xabaposck,
ya. Tawkenmckas, 0. 22, cmp. 2)
Ne GMP/EAEU/RU/00915-2023
(Xabapoesckuii kpai, 2. Xabaposck,
yn. Tawkenmckan, 0. 22, cmp. 8)

3asiBjieHHe 0 cepTUHKAUMHT

Hacrosinm s NOATBEPKAAIO, YTO NPHBEAEHHAA BbIlE HHPOPMALUS ABIAET-
csl JIOCTOBEPHOI 1 TOUHOH.
Jlannas cepus npoussenena v ynakosaHa Ha AO «JAJIbBXUM®DAPM» 1 Ha
OCHOBAHHH TOTO, YTO:;
* CepHs NpOHM3BeJEHA B COOTBETCTBHH ¢ TpeOoBaHuaMH [Tpasua najne-
aalleil npousBoACTBEHHOH NpakTHKH EBpasuiickoro 3KOHOMH4Y€CKOro
cOK03a, JIMLEH3Kel Ha POM3BOACTBO JICKAPCTBEHHBIX CPEICTB U Tpebo-
BaHHAMH KOHTPONA KadecTsa HEKHPCTBEHHHX CpeNCTB,
* cepus oTBeuaeT TPeOOBAHNAM PErHCTPALMOHHOIO 10ChE;
* IOKYMEHTALMA 110 JaHHON CepHH NPOLIA POBEPKY Ha MOJIHOTY M A0-
CTOBEPHOCTS W Oblna YTBEPIKAEHA JIHIIAMH, OTBETCTBEHHBIMH 34 IMPOH3-
BO/CTBO U KOHTPOJb Ka4uecTBa
paspellieHa K BLIMycKy Ha TeppuTopuy Poccniickol ®eepalu

DaMuns, UM, 0TYECTBO H J0MKHOCTH ymnoa-
HOMOYEHHOr0 JIHna

He6rumosckas T.5. — qupexTop no kayecTBy

IMoanuce YIOJHOMOYE€HHOIO JIMLA
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Jata noagnucaHus
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AO «JIAJIBXHM®APM>»

Haumenosanue

Howmep cepun (naprun)

Jlata nponssojcrsa

I'ogen o

KousmuecTso npoxykunn B cepun

(Kry T, u T.J1.)
HopmaTuBubiii fokymenrt

Obiuee KOTHYECTBO CTPaHHL 2
cTpannua |

ITACIIOPT Ne 15/1328-26

Jdumeapon
PACTBOP 115l BHYTPHBEHHOI0 M BHYTPHMbIIHeunoro seexenns 10 mr/ma
1 mut, ammy.el (10), KOpoOKH KAPTOHHBIE

150426

1504 26

04 31

12 200 yn.

P N003993/01-200420, u3m. Ne 1

Kauecrso Hnpenapara rapaHTHPOBAHO B TEYEHHUE CPOKA NOJAHOCTH npu coboaeHnn yeaosuii XPAHEHHS B OPHIHHAILHON YNAKOBKe

Ne HanmenoBanne H/ na metoast PesynbTaTel
) ) Tpedosanus HJL{
n/n noKasareseii HCNBITAHMIL HCNBITAHUI
1. | Onuncanne IMpo3pauunas Gecusernas [pospaunasn
AKHIAKOCTH P N003993/01-200420 OecuBeTHAN KHAKOCTE
2. IMoannuHoCeTL 1.¥YabrpaduoneroBsie cnekTpsbi 1. Yastpaduonerosbie
NOTJI0WEH NS HCNBITYEMOro P N003993/01-200420 | CneKkTpbl noraouenus
pacTeopa H CTAHAAPTHOrO pac- rq) xlv, HCNBITYEMOTO pacTsopa u
TBOpA IllquElll‘H,ElpllMHHﬂ rua- Omc‘ 1.2'2.000 l.lS cranﬂaprﬂoru pacrsopa
poxjopuaa s obaacru ot 240 1o Andperruapamuua ruapo-
280 HM 10/IKHBI HMETH MAKCH- xjopuaa B obaacru or 240
MYMbl H MHHHMYMBI IPH 0IHHX 10 280 HM HMEHT MAKCH-
M TeX e AJIHHAX BOJIH. MYMBI H MHHHMYMBI [1PH
OAHHX H TeX e JJTHHAX
BOJIH.
2.KauecTBeHubie peakumu (2) 2. lMoarBepaienn
3. Ipospaunocrs [Ipenapar nonxen 6bITh o X1v,
’ P III[))O']]'}B'IIIL]M O®C.1.2.1.0007.15 Hipospasimiit
4. | Usernoers [Ipenapat nonxen GbiTh e X1V, Becusernbiii
GecuBeTHLIM O®C.1.2.1.0006.15
5. pH o X1v,
5,0 -6,5 O®DC.1.2.1.0004.15 5,57
MOTEHLIHOMETPHYECKHIT
6. | Poacrsennbie npumecn | Eaunnunoii npumecn — P N003993/01-200420
He Goaee 0,5 % I'e X1v, Memnee 0,5 %
Cymma npumeceii - O®C.1.2.1.2.0001.15
He Gosee 1,5 % Menee 1,5 %
7. | Oanopoanocrn o xiv,
N03HPOBAHN He Gonee 15,0% OdC.1.4.2.0008.18, 29 %
cnocod 2
8. KonmyecTBennoe P N003993/01-200420
onpejienenne 9,5- 10,5 mr/ma e X1v, 10,0 Mr/ma
O®C.1.2.1.1.0003.15
9, CrepuibHocts Jlosiken ObITH ro xiv, CrepuibHblii
CTEPHIILHBIM OdC.1.2.4.0003.15 aH. Ne %3
10. | Bakrepnaibuble re XI1v, Memnee 3,4 ED/mr
3IIII()T(?KCHIII)I EleGmme 3k iy O®C.1.2.4.0006.15 an. Ne L
11. | M3Baekaemblii 00bem Pl e 1) v rao X1v, 1:00%n
2 O®C.1.4.2.0003.15 ’

XHMHK-aHAINTHE

H.o. nauanbuuka Mukpodno-
Jloruyeckoii Jabopatopun
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crpannua 2

M | H
AEMERBAREE TpetoBanua HJ1 HE au i PesyabTaThl HenbITAHMIT
n/n noxkasareJeii HCNMBITAHHH
12. | Buaumeie
NETiTeaREE JlonkeH BbIAEPKHBATH I'o X1V, Buinepansaer
TpeboBanus O®C.1.4.2.0005.18 TpeboBanus
BKJIOYEHHA
Hesnaumere I'e X1v
Yacruu > 10 mrwm - e 6o/ee 6000/amn, X 1/amn.
MEXAMUNECERE Hacrnu = 25 mrwm - ne Goaee 600/amn. O®C.1.4.2.0006.15 0/amm.
BKJIYEHHSA
13. | ¥VnakoBka Mo 1 ma B avnyae Tuna T weiirpans- Ilo I ma B amoyae  tuna I
HOIO CTEKJA ¢ TOYKAMH HALJIOMA WIH P N003993/01-200420 IICﬁTpﬂ.’IbIIO"D CTeRIA [ TouKamMu
KObUAMM, HALIOMA,
Ha amMnyabl HAKJIEHBAIOT ITHKETKH CA- MApKHPOBKA HAHCCEHA HENOCPEACTBEN-
MOKJIes IIIHECH HJIH Map’mponk‘y HAHOCAT HO HA AMIIYJ/IBI METOA0M r;:_\'ﬁuwui‘i ne'wa-
HENOCPEICTBEHHO HA AMIY.JIbI METOA0M ™.
rayBokoii neuarn. ITo 10 ammya svecte ¢ nucrpykuneii no
ITo 10 AMIYJa BMecTe © IIHEprKllHEn no NPpHMEHCHHID B RﬂpﬂﬁKE H3I Kaprona.
npumenennio B Kopolky u3 Kaprona. Kopofika ORJIECHA ITHRETKOI-
Kopoliky  oxksnensaor ITHKETKO- Ganaepoasio.
o P ).
14. Mapm!ponxa Ha amny.e yKaibiBawT TOProsoe Hamme- Ha amnyie yKasambl TOProBoe Hamve-
HOBAHHE JICKAPCTBCHHOTO npenapara, PNOOJQI)S"}]-Z‘][]"ZG HOBAK JEKAPCTBEHHOr0 npenapara,
KOWUCHTPANMIO, o6bemM npenapata B K Tpaunst, o0beM  npenapata B
MHILTHIHTPAX, HOMED CCPHH, CPOK TOAHO- MHIJLTHIIHTPAX, HOMED CepHH, CPOK Foj-
CTH. HOCTH,
Ha  srukerke-Ganaepoin  yKaibisawr Ha  orukerke-6amaepoan  ykazanoi
NPEANPHATHE-NIPOMIBONTENL W €ro To- NPCANPHATHE-NPOM3BOANTENL W €10
BIprln INAK, CTpany npoH3BOACTBA, TDIHI[IIH:I" 3HAK, CTPAHA NPOH3BOACTBA,
aapec u  Tesedon/pake npeanpusTHI- aapec w Teaedon/hake npeanpusTun-
NMPOUIBOAHTEIH, TOProBOE HAMMEHOBAHKE NPOHIBOANTEA, TOProBoe HAMMEHOBA-
JEKAPCTBEHHOTO NPENapaTa, MeAIYHA- HHE JIEKAPCTBEHHOTO NPEnapaTa, Mem-
POAHOC HENATEHTOBAHHOE HAMMEHOBAHHE, AYHAPOAHOE HENATEHTOBAHHOC HaMMe-
JAeKapeTBennyio hopmy, KOHICHTPALKIO, Hopanme, Jaekapersennasn dopma, kon-
cocras, ofbeM NPENapaTa B MHIWIHT- HEHTPALNS, COCTAB, 0GLEM NpenapatTa u
pax, KOHYMEeCTBO amMny.1l B YNakoBKe, MU TPax, KOAHYECTBO amMnya B
«Crepuasnor, «Buyrpusenno», «Buyt- ynakonke, «Crepuisno», «Buyrpusen-
pumbiedHo», «llpuMensaTs no nainave- Ho», «Buyrpumpimennon, «llpumens,
HHI0O Bpaua», «XpaHuTh B HEA0CTYNHOM 10 HAIHAYMEHHIO Bpauay, «Xpannts o
AR jeTeil MecTen, YCI0BHS XPAHCHHS, HEJOCTYIIHOM A48 AeTeil mMecTe», yeio-
YCJI0BMA  OTNYCKA,  PErHCTPALMOHHBbIH BHA XPAHCHHH, YCJI0BHA OTIYCKA, peru-
Homep, wrpuxosoit koa, «Caeayiire npu- CTPAUMOHHBII HOMEP, WTPUXOBOIT KO,
AAraemMoii HHCTPYKUHH N0 NPHMEHEHHION. «Caepyitre npuaaraemoii uneTpyKumn
Ha kopolike yKA3bIBAIOT HOMEp cepHH, 10 NPHMEHERI.
CPOK FOIHOCTH. Ha kopobke ykaianbi nomep cepuu,
JLOnyCKACTCH HOMED CEPHH M CPOK FOAHO- CPOK FOAHOCTH,
CTH HAHOCHTL HA BTOPHUHYIO (noTpebn- Howmep cepun u cpok roamocTu nanece-
Teﬂb(Kyl{), YNAKOBKY B BHIC pl'JlIaCli}IIb“ HBI HA BTOPHYHYIO (!'ID'IpEﬁ'IlT(.’II:l‘I\"\‘h)J
OTTHCKOB WM METO0M NEYATH, YIAKOBKY METO0M IEHATH,
Ilpu neobxoaumocTn cpeacTsa WIACHTH- Cpeacrsa wientnguraunn (KOHTPOIIL-
duKaMH  (KONTPOIBHBIT  HACHTHRMKA- HBlil naenTHGURAHONNLIT InaK, nepe-
UHOHNBIE 3naK, nepemennas uidopma- Mennasn MHGOPMALNA) HANCCEHbI: KO-
1HS) HAHOCHTCH: KOPOGKA — HA ITHKETKY- pofika — ua HTHKETKY-6anaepob.
Banaepoib.
15. | Cpok roanoctu | 5 ner P N003993/01-200420 | 5 ner
16. | Xpanenue B 3a1HIeHHOM 0T CBeTA MecTe NpH TeMnepaTtype He Bhie 25 °C.

Kourponbusiii mactep
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3akmouenne OKK: /Inmenpon pacTBop Aisi BHYTPHBEHHOI0 W BHYTpHMBIIIednoro seeaenus 10 mr/ma 1 ma,
amnyabi (10), kopodku kapToHHbie cepusi 150426 cooTBercTByYeT Tpedoanuam P N003993/01-200420, uam, Ne 1

Hauaabunk OKK
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