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PA3PEIIIEHUE HA BBIITYCK
JEKAPCTBEHHOT' O CPEJICTBA B OBPAILIEHUE
Ne 323/23

Toprosoe naumesnoBanne JexaperBeno-
r0 CpeiacTBa, JeKapeTBenHas (popma, 1o-
supoBka, popma BeInycka

Hosoxaun, pacmeop ons unvekyuit 5 mz/mn 5 aa,
amnyant (10), kopobru kapmonnste

MexayHapoaHoe HeNnATENTOBAHHOE Tpoxaun
HAHMEHOBAHHE (TPYNIHPOBOYHOE HIH
XHMHYECKoe)
Homep cepun 110123
O6beM cepun 12600 yn.
Jdarta npouspoacrea 25.01.2023
Cpoxk roaHocTn 3 200a

| Ho 01.2026

Homep perucrpaunonsoro ynoctrosepe-
1HA H JATa perucTpauuu

P N0O01052/01 om 22.01.2008
Hama zamene 07.10.2020

Haumenosanue ajpec aepxatens (Bia- Omxpoimoe axyuoneproe obuecmeo aJATBXHM®DAP My
AeJIbLA) perueTpauHOHHOIO YaocToBepe- (OAQ «[JAJIBXHM®APM>»), Poccus,
HHS 680001, Xabaposcruii kpaii, 2. Xabapoack, yi. Tawkenmeran, 0. 27

Homep nopmaTuBHo# goxyMenTannu P N001052/01-071020

IIpousseneno, Omkpsimoe axyuoneproe obugecmao «JJAJTbXHMDAP My
ajJpec NPOM3BOACTBEHHOI MIoWAAKH (OAO «JATIBXHM®APM>), Poccus,
680001, Xabapogexuii kpail, 2. Xabapoack, yi. Tawxenmerasn, 0. 22

Omxkpeimoe axyuoneproe obugecmeo «JATbXHMD AP My
(OAQ «[IAJIBXHM®DAPM»), Poccus,
680001, Xabaposckuii kpaii, 2. Xabapoeck, yn. Tawkenmexas, 0. 22

Ynakosano,
ajipec NPOMIBOACTBEHHON MI0MANKH

Omrpoimoe akyuoneproe obujecmao «JAJTBXHM®DAP My
(OAO «TATNBXHMDAPM»), Poccus,
680001, Xabaposcxui kpail, 2. Xabaposck, ya. Tawwenmexas, 0. 22

Brimyckanninii KOHTposib KaveceTsa,
agpec NPOU3BOACTBEHHOI MUIOMAAKH

Howmep nacnopra, nata puigaun Ne 11/177-23 om 14.02.2023

Jlsuensus Ha ocyuiecTB/ICHHE NPON3BO-
CTBA JEKAPCTBEHHbIX CPEACTR

Ne 00077-JIC om 19 cenmatpa 2019 200a

Hactoauwmm # noareepikaato, uto npupeseHHas Bbilie HHOPMALLHS SABISETCH AOCTOBEPHON W TOMHOI.
Hannan cepus npowssenena u ynakosasa na OAQ «JTAJIBXUM®APM» 1 Ha OCHOBaAHWM TOTO, HYTO:
* CCPHA NPOH3BE/IeHa B COOTBETCTBUH C ,IIEF!CTByK)iJ.lHMH ﬂpanmramn Hajuexauien NMPOU3IBOACTBEH-
HOMH MPAKTHKH, AHUCH3HEH Ha MPOUIBOACTBO JIEKAPCTBEHHBIX CPEACTB M TPEGORAHMAMH KOHTPOIIS
KAauecTBa JIeKAPCTBEHHBIX CPEJICTB;
* cepus oTBe4aeT TpeGOBAHHAM PErHCTPALMOHHOTO J10Che;
* AOKYMEHTaUMSA M0 AaHHOH CEPHM NPOLLIA NPOBEPKY HA NOJIHOTY M AOCTOBEPHOCTH M Gbina yTBEpP-
KOeHa THUAMH, OTBETCTBEHHLIMM 32 MPOM3BOACTBO M KOHTPOIb KAUECTBA
paspewiena K esinycky Ha meppumopuu Poccuisickoti @edepayuu

YnonuoMoueHHOE JTHIO:
JIMpeKTOp 110 KAYeCTRY-

HauansHuk OK

or

/.
Hebrnonckas T.5. (el 14.02.2023
(DHO) (nullyfch) (nara)




OAO JJANBXUM®APM»

MACHOPT Ne _11/177-23_

HaumenoBanue npenapara no HJI

Homep cepuu (napThn)
Jara npourssoacrea

Tonen no

Kosnnuecrso npoaykumu B cepun

(Kr, W, H T.0.)
AHAJIH3 BbINOJHEH N0

HoBokaun

Obuiee koAHYECTBO CTpatAL 2

cTpasnua |

pacTBOD A8 HHBLeKIHI S mr/Ma = 5 ma Nel0

110123

250123

0126

12 600 yn.

P N001052/01-071020

(nanvenopanue W womep HI)

KayecTso mpenapata rapanTHpoBaHO B TEYEHHE CPOKA FOAHOCTH NPH cobnioneHun ycnoiti XpaHeHHs B COOTBETCTBHH ¢
NPEANHCAHHEM B HEPACKPLITOR OPUrHHANLHOMN YrakoBke.

N Haxumenosaume
n/n noKazareneit

Tpebosanna HJL

H/ Ha Metoasl
HenbITAHUA

Peayabrath
HenbITAHKE

1. Onucanne

Mpoipaunwil  GecuseTHbIl
WJIH CJIErKa OKpalueHHbIf

P N001052/01-071020

[po3pauusiit caerka
OKpatedHbii

pacrBop pacTsop
2. | Mopaunnocts Kauecrsennnie peakuuu (2) P N001052/01-071020 IoaTsepaensl
ro Xiv,
0®C.1.2.2.0001.15
3. Mpo3paunocTh Jomken 6bITh NPo3pasiHBIM re Xiv, Tipospaunsiit
0®C.1.2.1.0007.15
4. LipeTHocTs Mosken 61Tk GecuBETHLIM ra X1v,

HIIH BbIAEPKHBATH CPABHE-
HHe ¢ _3TajsoHoM BY;

0®C.1.2.1.0006.15

Menee 3Tanona BY,

38-4,5 0PC.1.2.1.0004.15 '
NOTEHLHOMETPHYECKH
6. | PoacTeeHubte npumeck He 6onee 2,0 % P N001052/01-071020 Menee 2,0 %
ro Xiv,

O®C.1.2.1.2.0001.15
O®C.1.2.1.2.0003.15

7. Koanvecraenuoe 4,75- 5,25 mrimn P N001052/01-071020 5,05 mr/ma
onpeaenenne roe X1v,
0O®C.1.2.3.0013.15
8. | CrepunbHocTh JlokeH BbIZEDKHBATH ro X1y, Crepunbtpiit
HCOBITAHHA 0®C.1.2.4.0003.15 aH,
9. | MNuporenHocTs ro Xiv, Anunporenuniil 0
0®C.1.2.4.0005.15 an, Ne
10. | sanekaembiii 06b8m He menee 5,0 mn re Xiv, 5,0 mn
0®C.1.4.2.0003.15
<
XHMHK-aHAIHTHK D
(daMuans) (nognuce) (2ara)
Havaneuux  mukpobuono- % «/%) Ol 2023 ¢
rHYeckoi nabopaTopsn (bamnanz) (?ﬁ{? (nara)
Hauwaneuux  gapmaxoso- e : «ﬂzv [”Z/’ 2023 ¢
rHueckoil NabopaTopuu (bammans) (noXnnce) (zaTa)




eTtpannua 2

M | HaumenoBanuue HI ua metonwt
L T — TpeGosanun HJL OB PesynbTaThl uennirannii
1. 2:::::.:‘*“‘ He 6onee 9 13 315 wryk amaya won I'e X1v, 2315
. 1) ne Goaee 23 u3 630 wryx amny O0®C.1.4.2.0005.18
Hepuanmsie " s " ki ra Xiv,
MEXAHMHYECKHE acTui 2 10 MM - ne Goace amn, 183/amn
mc.::o"qe.:leun UHaeruu 2 25 mkm - we Goaee 600/amn. 0®C.1.4.2.0006.15 2/amn
12. | ¥Ynakoeka 1o 8 ma 8 amnyas Tuna LN HeRATpaDL- Mo § ma 8 amnyant Tana  ILI
HOro cTexna waM Oecusernoro crexaa P N001052/01-071020 | meATpaasHOro CTekas ¢ ToMKAMH I
MEPBOTO  I'MAPOIHTHMECKOID K/ACCRE ¢ HALNOMA.
TOMKAMH HAAIOMA HAH KOJILIAMH. ITo 10 amnyn Bumecte ¢ HHCTPYKILUER no
Mo 10 amnyn smecte ¢ uHeTpyKuneR no npUMenennio a kopobice us kaprona.
NPHMEHEHHIO B KOPOBKY HI KapTona. KopoGica oRACeHA aTuxerko- |
Kopobky  oxnensawor ITHKETKON- Gannepoisio, !
Sangepoan. |
13. Mapxumn“ Ha amnyae yxassiparor TOProROC HAMMe- Ha amnyae yxmraus TOProBOE MaHMe-
JIeK.  npenapara, ACIHPOBKY, P N001052/01-071020 | HoBAume aex. npenapata, A0IMPOBKA,
ofbem npenapata n MHUTHANTPAX, HOMep obuem  upenapata @ MHLIHARTPAX,
CEPHH, CPOK FOAHOCTH. HOMED cepum, CpoK roanocTy,
Ha  yruxerxe-6anacpoan YK23bIBRIOT Ha  stukerxe-6anaeponn YKRIR b
NPEANPMATHE-NPOMIBOAUTEIL W €10 TO- NPeANPHATHE-NPOHIBOAHTEIL W ero
BApHBLIAl  IHAK, CTPAMY npowiRoAcTEA, ToBAPHLIA IHAK, CTPANA nposIBOACTBA,
tapec w Tenedon/daxc npeanpuaTHa- Bapec u Teacdon/paxe npeanpusTHA-
NPOHIBOAHTEIR, TOPIOBOE HAHMEHOBAHME NPOHIBOAKTENR, TOProBOE HAMMEHODS-
QK. NPENAPATR, MEOKAYHAPOAHOE Hema- HHE Aex. npenapata, mexaymapoamoe
TEHTOBANNOC HANMCHODAHNE, JeK. popmy, HENATEHTOBAHHOE HAMMEHOBRAHHE, NeK.
A0INPOBKY, HA H Ko, CTBO opmMa, 103MpoBKA, HaMMeHOBAMME W
AeHCTRYIOMEro peutecTRa M nepedens KojautiecTno aelicreyomero sewmecrpa i
BCNOMOFATENLNLIX BemecTs B | MA npe- MEPEtens BCNOMOIATELILHLIX REWECTD B
napara, obbem npenapata B MEAIHART- I Ma npenapats, obnem npenapara a
pax, Ko/AHYeCTRO AMIIYA B YynaKoske, MHRJHJIMT]JI!. KOAWuecTrno aMnya B
«Crepuasnon, «[Ipumenste 1o naInHaue- ynaxonxe, «Crepuabnon, «[Ipumensits
HHIO Bpauan, «XpAHHTE B HEAOCTYHOM MO waIMauenuio apava», «Xpanuts B
AR feTeR mecTen, ycnosma APRHEHHE, HepocTynuoM Ana actef ‘mecren, yeao-
YOI0BMA  OTOYCKR,  PErHCTPRUMONMBLIA BHA XPAHCHMSA, YCIOBHS OTUYCKR, peru-
HOMep, wrpHxosofl ko, «Cnocob npume- CTPALMOMMLIN HomMep, WTPHXOBOR Koa,
MEHHA! CMOTDH MHCTPYKUMIO MO nMpHMe- «CnocoS  npumenennn: cmotpu  un-
HEHHION, CTPYRUMIO MO NPHMENEHHION,
Ha xopolxe yxasmiparr HOMEp CepHH M Ha xopofke ykasasni HOMEp cepun w
LPOK roanocTH. EpOK roANOCTH,
Monyexaeren nomep cepun n CpOK roaHo- Homep cepin n epox roamocts nanece-
CTH HRHOCHTL HA BTOPHMHYI (noTpebu- Hbl #a BTOpHuNYI0 (noTpebHTEALCKYIO)
TEILEKYI0) YNAKOBKY B BHAC peabedHbIX YNAKOBKY METONOM NEuaTH.
OTTHCKOB MM METOIOM NIEHATH, Cpeactsa uaentudmuxaumun (xon TPOAbL-
pn HeobxonumocTn cpeactaa maenth- HBIl HAEHTHOHKAUHOHHLE InAK, nepe-
GUKRUMN  (KOHTPONLHBIN HACHTHRHKA- MeHHAR HndopMALNR) Manecennt; Ko-
UHONHBLIA MRk, nepemennan undopma- pobxa - ua yrukerky-6anaepoas,
UHA) HANOCATCA! KOPOOKE ~ nA ITHKETKY-
banpepons wam cooBoanyio ot mapkm-
OBKH cTopony Kopobiu.
14. | Cpox rognoct | 3 roaa P N001052/01-071020 | 3 rona
15. | Xpanenue B 3aLumuientom ot ceeta MecTe NpH TemnepaType me soite 25 C,

KourposnbHuiii mactep

(damuang)

(noandlcs)

«M» 01 2023p
{aaTa)

3aknouenne OKK:  «Hosoxann pacteop a1a Hubexumil 5 Mr/ma - § ma Nel0O» cepust 110123

cooTseTereyeT TpeGonanuam P N001052/01-071020

M‘ JZ? » &’&1023 r

(pammans)

(noagesn)

(aaTa)
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