PA3PENIE

&

HHUE HA BBIITYCK

JEKAPCTBEHHOI'Q CPEACTBA B OBPAIIIEHHE

Ne 2370/21

®01-COII-2300-157/01-21

Toprosoe Haumenosanme JIeKAPCTBEHHO-
T'0 CpeaAcTBa, NekapeTsennasn popma, no-
3HPOBKa, popma Buinycka

Sygunnun, pacmeop dnn SHYmMpuaerHozo esedenus 24 ma/vma
3 mn, avnyawt (10), KOpobxu kapmonnsie

Mexaynaponmoe HENATEHTOBAHHOE Amunoduanun
HAHMEHOBAHME (IPYNTIHPOBOYHOE HIIN
XHMHYECKoe)
Homep cepnn 870721
O6bem cepnn 12600 yn.

ATa NPOH3BOACTBA 07.2021
Cpoxk rogaoctn T'oden do 07,2024
Homep perncrpaunonnoro YaocToBepe- JIC-001731 om 18.11.2011
HHA U JaTa perHcTpanuu Hama samens 29.11.2017

HanmenoBanue u agpec aepxarens (Bia-

AebIA) PErucTPANHOHHOr0 yaocToBepe-
HHs

Omkpoimoe axyuonepnoe obugecmeo
AATBXHM®APMy (OAO «TATIBXHM®DAP M),
Poccus, 680001, Xabaposcxuii kpaii, 2. XaGaposck,
yr. Tawrenmexas, 22

Homep nopmaTusnoi JOKyMeHTalun

JIC-001731-291117,
usm. Ne 1

Ilponsseneno,
a/ipec NPOM3BOACTBEHHOMN IIOmAaNK]

Omxkpeimoe axyuonepnoe obujecmso
«JATTLXHM®DAPM» (OAO «HATILXHM®DAPMs),
680001, Xabaposcxuii kpai, . Xabapoack,
yn. Tawrenmexan, 22

¥nakosano,
4pec NPpOH3BOACTBEHHOM IIOMAAKH

Omxpyimoe axyuonepnoe obujecmao
«TATBXHM®APM» (OAO «JATIbXHM®DA PM»),
680001, Xabaposckuii kpai, 2. Xabaposck,
yn. Tawxenmcias, 22

Beimyckaromuii KOHTPOJIb Ka4yecTna,
aapec NpOM3BOACTBEHHOMH MIomMAIKH

Omxpuimoe axkyuoweproe obujecmao
«HATIBXHM®APM)» (04O «JASTEXHM®DAPMp),
680001, Xabapoackuii kpaii, 2. Xabaposc,
yn. Tawxenmexan, 22

Homep nacnopra, nara BbIIAYH

Ne 87/2311-21 om 22.07.202]

JInuensus na OCYIIeCTBJICHHUE MNpou3BOa-
CTBA JIEKAPCTBEHHbIX cpeacTs

Ne 00077-JIC om 19 cenmsbpa 2019 200a

Ceprudukarsr

cepmugbukame coomaemcmeun cucnmens MeneddcMenma kavecmaa
& CHCTEME CEPTH®HKALIHH PYCCKOIO PETHCTPA

MNe 19.2176.026, 19.2176.026/1, ¢pok Oelicmeus 0o 15.11,2022 2.;
cepmughuxam coomsememeus 8 Cucmeme dobposonshol cepmughu-
Kkayuu cucmem menedxcmernma «CEPT-OCMy AO « BHHHC

M OCM RU.04-C 21-160, epox deiicmeus do 29.05.2022 2.

Hacroaumm s noaTBEpXKAAD, YTO NpHBEJICHHAA Bb!

(e HH(opMama TBNseTCH JocTOBEpHOM M TOYHOIH,

Hannas cepun Tipou3se/iena U ynakopana va OAO «JIAJIBXUM®APM» 1 ua OCHOBAHHH TOTO, YTO:
* CEpHA NPOH3BE/ICHA B COOTBETCTBHH ¢ ACHCTBYIOLUMH [paBunamu Hagnexameit NPOH3BO/ICTBEH-
HOH NpaKkTHKH, NHUEeHIneH Ha TIPOH3BOACTBO JIEKAPCTBEHHBIX CPEACTE M TpebosaHMAMM KOHTpOnA
KauecTBa JIeKapPCTBEHHbBIX CPEICTR;
* CEpHA OTBeuaeT TPeGOBAHHAM PErHCTPALIMOHHOTO ocke;
* AOKYMEHTALMA 10 JaHHOM CepHM NpOLLTA MPOBEpPKY HA MOMH
KICHA IMLIAMH, OTBETCTBEHHBIMH 34 NPOM3BOACTBO K KOHTpOJ
paspewiena K esinycky na meppumopuu Poccuiickoii Dedepayuu

OTY H J0CTOBEPHOCTH M GbLta yTBep-
b Ka4ecTsa

HeGbinonckas T.B. AU 2.07.2021
(@HO) (nopgice) (aaa)
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OAO «JAJILXHM®APM»

Haumenonanue npenapara no HJ[

IMMACIHOPT Ne_87/2311-21_

Obwee konuvecTso cTpanmu 2
crpanmua |

Byd)u.rm HH pacrsop

AJ1st BHYTPDMBEHHOI0 BBeaerun 24 mr/ma - 5 ma Nel0

Homep cepun (naprnn) 870721
I'open no 07 24
Koanuecrso npoaykuum B CepHM 12 600 yn
(kr, mr. 1 T.4.) i
Mata upoussoacrsa 07 21

AHAJH3 BLINOAHEN N0

JIC-001731 - 291117, uam.Nel; '@ XIV

(naumenopanne u nomep HJI)

Kauectso npenapata rapantiposaso B Teyeiue CPOKA FOIHOCTH MpH cOBMONEHHH YCIOBHI XpalieHHA B COOTRETCTBHH
C MpEANHCAHHEM B HEPAcKpPLITON OpuUrHHANLHOMN ynakoRke.

Ne Haumenosanne HI na metoast PesynwTaTe!
wn nokasaveneit TpeSosaunx HAL HenbITaHKA ncnil"rannﬁ
1. | Onncanue Ipospaunasn GecuserHas JIC-001731-291117
HAH  clerka  OKpallenHas l'lpo:"pe ::::;;n;:;:::::pn-
JKHAKOCTH
2. | MonnmuHHOCTD L. ¥YasTpaduonerossie cnex- JIC-001731-291117 L. YasTpadnonerosnie
TPbI NOIOUIEHHSA HCNBITYe- CHEKTPbI NOTVIOWEeHHS
MOro pACTBOPA M CTAHAAPTHO- HCMLITYEMOTO pacTsopa u
I'0 pacTBOPa TCOPHIINHA B CTAHAAPTHOTD PACTBOPA
o6aacru ot 250 10 300 um Teouaauna B obnacru or
AO/TKHBI HMETh MAKCHMYM 250 no 300 um umeroT
npu oaHoil 1 Tol *e AnuHe MaKCHMYM HIpH OAHON |
BOJIHBL. Tol e ANHHe BOJIHBL
2. KauccrBennbie peakunn (2) 2. Moarsepmacub
3. Mpospaunocrs Aonxer 6bITH Npo3pavHbIM re XIii,
’ - 0®C.1.2.1.0007.15 Tpsipaniin
4. Homxen 6b1Th GecuperHbim ro Xiii,
UserHocTs WH BHIICPKHBATL CPABHEHHE O®C.1.2.1.0006.15 Menee stanoma Y,
1z . ¢ sTanonom Y, wan GY,
5. ro Xini,
pH 92,0 -9,7 O0®C.1.2.1.0004.15 9,21
MOTEHLHOMETPHYECKH
6. | PoacTeennnie Eauuuunoll veugenTuduun- JIC-001731-291117
npHMecH POBAHHOMN TIpUMeECH - ro xii,
He Gonee 0,5% O®C.1.2.1.2.0001.15 Menee 0,5 %
Cymmapuoe conepkanne O®C.1.2.1.2.0003.15
npumeceii - ne G:nee 1,0% Meuee 1,0 %
7. Koanuecrsennoe
onpeesienne: JIC-001731-291117
= ITHACHAHAMMH 4,2 - 5,4 mrimn 5,1 mrimn
- TeopuAIHH 17,3 - 21,1 mr/ma 18,5mr/mn
8. | Crepnasnocrn Homken BLIACPKHBATE Ir'e X1v, CrepnabHsiii
HenLITARNS O®C.1.2.4.0003.15 | an, Mo 775
9. | Bakrepuaabhbie He Gonee 0,7 E3/Mr e X1y, Menee &/3 Ed/mr
IHAOTOKCHHBI O®C.1.2.4.0006.15 | au.Ne /0 ¢/
10. | H3pnekaemsiii He menee 5,0 ma re XIil, 50
ofLem 0®C.1.4.2.0003.15 wp
XHMUK-AHAJIHTHK
(daMuans) (noanuce) (naTa)
Havansuug  mMukpobuoio-
rHueckoii nabopatopun (amnans)




cTpannua 2

Ne | Haumenopanne HA na metoant
e | s TpeGosanua HJI EeRE PesyasTaTel HenwiTannii
1. | Buanmsie mexa-
. HHYeCKHE He Goaee 9 13 315 wrryx amnya nan '@ XItl, s
Ay ne Gonee 23 w3 630 wrryx amnya O0®C.1.4.2.0005.15
Heenaumuie me- I'a X111,
HacTiu 2 10 Mxm - we Goaee 6000/amn. S4/amn,
XAHHYECKHE N 3T et - s Fakis o O®C.1.4.2.0006.15 "ylmns
BRAKYeHNA
12, Ynaxkoska 110 5§ ma B amny.m nefirpansnoro Tuna B JIC-001731-291117 | Mo 5§ ma 8 amnyam  tnna G0
Han Tuoa LI nefiTpaashore crexna. HeATPAABHOrO eTekaa © Toukodl mManto-
Ilo 10 amnysn emecte ¢ HHCTpYKUHEA no ma. flo 10 amnyn smecre ¢ uncrpykumeit
APUMENEHNIO W HOXOM AR BOKPLITHE o npeMenenno 8 kopobke Kapronnoil,
AMIYSL WK CKADHOMKATOPOM AMNYIb- Kopofka  oxacena ITHKETK Ol -
HelM B KOpofky Kapromuyio, Kopolbxy Ganaeponnio
oK ITHKETKON-0: POSTLIO,
Tp nenonsloBanum amnyn ¢ Touxamm
BALJOMA MW KOALUAMM HOX ATA BCKPLI-
THR AMAYA HANW CKAPHOHKATOP AMAY/Ih-
HBIH JONYCKACTCA e BRAAALIBRTE.
13. Mapmponxa Ha amnyne: manmenonanme nex. apena- | JIC-001731-291117 | Ha AMOYAE: HAUMEHOBANNE JIEK. Npena-
PATA, KOWREHTPauMI0, ofbem npenapata PATA, KONUEHTPAUKA, o6nem npenapata
B M, HOMED CEPHN, CPOK FOAHOCTH. B M, HOMED CEPHI, CPOK TOANOCTH,
Ha stuxerxe-6 PO BmpEANPHATHE- Ha yricerxe-6anaepoan: npeanpunrie-
HIFOTOBHTEIL H ero Tomapusifl WAk, HITOTOBMTEAL W ero Tosapusil Ak,
CTPANY NpOMIDOACTBA, AAPCC W Te/c- CTPANA APOMIBOACTEA, AAPEC W Telie-
dow'd peanp R-HIFOTOBATENR, don/dake npeanpusTHE-MIrOTOBETE A,
HAHMCHOBANME JCK. NPENAPATE, Memay- AEK. npenapara, Meany-
HAPOIOE HENATEHTOBAHNOE MAMMCHOBA- HAPOAHOE HENATCHTOBAHHOE MANMEII0-
Hnue, Jek. opMy, KOHUEUTPALHIO, COCTAB, BanMe,  ack. dopMa, KonueuTpaumus,
O0LEM NPENAPATE B MA, KOMHUECTBO AM- €OCTAB, O6BEM APEHAPATA B MiT, KON e~
nya s ynaxonke, «Crepuasnon, «Buyrpn- €TBO AMIYA B ynakoske, «CTepiision,
Bennon, «llpumensTs no naIMAMERHID «Buyrpunenno»,  «llpussennrs  no
Bpauan, «XpanKTE B HeaocTynuOM AnR HAIHAMEHHIO BPAYAY, «XPANNTE © Heao-
AeTell MecTen, yCI0BMA xpamenmd, yeao- CTynnom Anm aerell mecren, ycaosun
BHA OTNYCKA, perscTpausonusif nomep, XPAHCHUN, YCIOBHRA OTHYCKA, perucrpa-
wTphxosofl kop, «Cneayire npuaarae- usonuuil HoMep, wTpHXOBON Koa, HO-
MOR HHCTPYKHHH N0 NpPHMENeNHION, MED CEPHM, CPOK FOANOCTH, KOWTPO/IL-
Jlonyckaeren womep cepun m CpoK raamo- HetR enTHGuRanHoNLl Ik, «Cae-
CTH HRHOCHTL HA BTOPHUNYN (noTpedn- ayAre npuiaaraemoft wuerpysuun no
TEALCKYI) YNAKORKY B BMAE pebedmmuix HPUMEHEHRION,
0TTHCKOB,
Tipn HeolxonumocTs namockTen cpeacTso
uaenTHdUKINN (KONTPOILUBIN HaeHTH-
duxaunonsuil Inak]
14. Xpanenne B armmuutennom ot crera mecte NpH TeMnepaType He ssnue 25°C,

Konrponsnsiit mactep

3akmouenne OKK:

G
i/

(hamunun)

(pamuinn)

(moanucs)

(aaTa)

«Jyduanuu pacrsop ans BHYTPHBEHHOTO BBeAeHHA 24 Mr/ma - 5 ma Ne 10» cepun 870721

coo;l'aetmyer TpeGobanuam JIC-001731-291117, wam.Nel; D XIV

M &5 27

(uen?ﬂb)

(aaTa)




«CBeaeHnsA o0 BBOJE B rpaxaaHckui obopoT B Poccuinckon defepaumn nekapcTBeHHbIX
cpencTs No coctoAHUIo Ha 09.09.2021 16:27»

IlaTa BHeceHHs B

Ipoussoaurens

Opranusanus, Homep Homep, nata
= CaejieHHs 0 CTAAHAX Hopmartusnas
AHC Toprosoe nanmenosanue (BBINYCKAMMI Crpana BbINYCTHBILAA B CEpHH, paspenieHHs Ha
NPpOH3BOJACTBA JAOKYMEHTAIIHA -
Pocanpasuamopa KOHTPOJIb) rpaxJaHCKHi 0bopoT NapTHH HIIII
Dydunnms; pacTeop pis .
BHYTPHBEHHOTO BBefleHus 24 0AO OAQ AC001731-2911%;
] " " M : o " S _
22.07.2021 SR, U s, sty " TAJTEXHM®APM” Poccus JAJIBXHM®APM", Ham. Nel k OAO "lanexumcpapm 870721
Poccus JIC-001731-291117
(10), kOpoOKM KapTOHHbIE/ ~




