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PADAPMA

AKIIUOHEPHOE OBUIECTBO «PADAPMA»
Ornen KOHTPONIT KauecTra
399540, Muneykas obnacme, T epoyHeKui pation, ¢. TepGyuy, Ya. Hopoocnasg, . 64, -

Teneghon +7 (47474) 2-16-72

LACTIOPT N 864 ov 18.11,2020 v
M EOTPUAKCOH
JIEKAPCTBEHHAS GOPMA 1

JICHHS pacTBopa qg BHYTPHBERNOLO
DOPMA BBIITYCKA PHMBILIEYROro BBeqenny 1,0 r N1 o , ‘t’i“\;;’\
PHPMA HSFOTOBHTEJ]L AO «Pa (Papman, Pocouyg
YIIAKOBAHO AO «Pada pMay, Poceuy
1461120
OBBEM CEPUH 82272 yn.
11.2020 1,
]] I 30.11.2022 1.,

CPOK F'OTHOCTH 3 rona R

YCJIIOBUSA XPAHEHHSA B sammnmennon ot CBETA MeCTe npy TEMAEpaType He Bhime 25 °C

JITT-002002 o1 18.02.2013 1. (mata 3amens1 09,04.20] 3 r.)

Y AOCTOBEPEHHE

JI1-002002-250116, Han, o L Mi3m. Ne 2, Vsm. Ne 3, Viowt, 7o 4
o

m Kpucranmmvecxui Nopomok Genoro wy Kprcramnmyeckg opomok Genoro

104TH Genoro ugera ¢ KETTOBATEIM LBeTa
OTTeHKOM,
Hedrrpuakcon: Bpems YAepaHBaHuyg
OCHOBHOTO Miika ug XpoMartorpamme
HCIIBITYEMOro pacTBopa x0/mKHo
COOTBETCTBOBATE BpeMeny YAepxuBanus
OCHOBHOI'O 1MHKa 1a XpoMarorpamme
PacTBopa crangaprrore obpasua (Co)
HeQPTPHAKCOHA HaTp

arpui; Ok HBaHHe InaMeny p
Harpuii; 0 I Coo*rBeTCTByeT

. HENTLIN LpeT
BPEMSI PACTBOPERWIS | s 6opes 2 M %

Or 1,0737 r g0 1,3123 r 1,1650 r
OIHOPOJHOCTY, :

(1,1930r+ 19 %) ’
) OT 1,1560 r (- 1 %)
MACCBI 18/20 dnakonios - ye Gonee & 10 % 70 1,1880 1 (+2 04)

2/20 hraKoHOB - He Gonee + 20%

1,2% PacTBop npenapara p BoJie nomxey
GbITH Npo3payrpy Cooteercrayer
1,2% PacTBop nipenapara g BOJE HoMKeH
BhIIepx#uBaTs cpasHenue o aTanoHoM Ys
HIH BYs

01 6,0 10 8,0 (12
BOZE)
Buaumpie
B coorsercraim ¢ TpeboBaHuaMY
[DPD, OdbC 1 4.2.0005.18
Hesnanmure
HaeTHuz: > 10 minm — He Gonee 6000 ya
Gnakon;

2 25 MKM — He Gonee 600 Ha dnakon

CooTBeTCTaye"r

NOUIMHHOCTE

Il

MIPO3PAYHOCTE
PACTBOPA
UBETHOCTE
PACTBOPA

PH PACTBOPA

MEXAHHYE CKHE
BKIIIOYEHH S

Brinepacupaer CpaBHeHHME ¢
STANOHOM Ys

% pactrop npenapara g




YIEJBHOE Ot -155° 5o -170 ° 8 nepecyere Ha -156°
BPAIIIEHUE 6e3B0/IHOE BEIIECTBO
OCTATOYHEIE
OPTAHHUYECKHE ALETOH — He Bonee 0,5 % 0,005 %
PACTBOPUTEJIH
POJACTBEHHEBLIE VloGan equMHEYHAS MPUMECh —He Gonee 1,0 % 0,4 %
IMPMECH Cymma npumeceit — He Gonee 4,0 % 0,4 %
TPUSITUIAMMWH He Gonee 0,05 % He obHapyseHo
BOIOA Or8,0m011,0% 8,9%
gﬁﬁgﬁ%ﬁ%ﬁ%ﬁm He 6onee 0,05 E3/Mr uedrpuakcona 0,011 ES/mr
?ggg‘ﬁé g (?’I"IB Hpenapar fonxen GbITh HETOKCHYHBIM Herokcnyen
CTEPHJIbBHOCTD Ilpenapar jo/wkes 6EITE cTepHIBHBIM Crepunen
AV £15,0 (n=10), ectu yenoswe He
BBINONHASTCA, TO: AV = 15,0 (n=30), n
OJHOPOIHOCTE KOIHMIECTBEHHOE COepIKaHHe AV =30
JAO3IHNPOBAHUSA CisHigNsO1Ss (uedrpuakcona) B kaxmom n=10
(h/1akoHe JOMKHO HAXOMMTBCS B HHTEpBATE
ot 0,75 M no 1,25M
Or 880 no 973 MKr/mr C1sHisNs018;3
e e o13 i
C3BOIHOE H CB
gggg;gfggﬁgﬂo}g OpraHHYecKHMX PacTBOPHTE/IeH BeLecTRO
Ot 95% mo 105 % ueprprakcona
(CisHigNgO1S3) ot 3asaBienHoro 97 %
KOMTHYECTBA) B OIHOM (haKoHe
Mo 1,1930 r (coorsetctayer 1,0000 T Io 1,1930 r (cooteetcTryer 1,0000 r
e TPHAKCOHA) NpenapaTa Bo GakoHs! 13 uedTpHaKCOHA) Npenapara Bo
GecuBeTHOrO HeHTPanbLHOro cTekna Tvm I (nakoHsl 13 GecuBeTHOrO
BMecTHMOCTBIO 10 MJ1, YKYNOpeHHEIe HEeHTPanbHOro cTekna TH [
PE3HHOBBIMU Npo6kaMu H o6KaTele BMECTHMOCTBEO 10 M1, yKyNopeHHbie
YIIAKOBKA aIOMMHHEBEIMH KOJTMaYKaMH, PE3MHOBBIMH NpobkaMH M 08KaThIe
CHaGKeHHBIMH [UTACTMACCOBEIMH ATFOMHHHEBBIMH KOJITAuUKaMH,
KPBILKAMH, CHabKEHHBIMH [171ACTMACCOBLIMH
I Gmakon BMecTe ¢ MHCTPYKLMEH Mo KPBIUKAMH,
NPUMEHEHHIO TIOMEBIIAIOT B NAYKy H3 I dnakon BMecTe ¢ uHCTPYKUMEH
KapToHa, IO NPHMEHEHMIO TIOMEILEH B
NAaYKy M3 KapToHa.
Ha stuxetke (akona ykassisaior Ha stuketke tirakona ykasano:
HAaMMEHOBAHKE IIPOH3BOIUTENS M €TI0 HaHMEHOBaHKE NPOU3BOLAMTENA H €r0o
TOBAPHBIN 3HAK; TOProBoe HAWMEHOBAHHE TOBapHEIH 3HAK; TOProBoe
npenapara; neKapeTBEeHHYIO hopMy; HaUMEHOBAHHE Mpenapara;
HO3HPOBKY; COCTAB Ha OJMH (IIaKOH; JICKapeTBeHHAN (POpMa; JOIUPOBKA;
«CTepribHO»; HOMEp CepuH; Cpok CoCTaB Ha OQHH (QIAKOH,
FOJHOCTH; (hapMaKoA; KO MaKkeTa; «CTepuiIbHOY; HOMEp cepHH; Cpok
TOXHHYECKHE METKM WM 63 TEXHHYECKHX | FONHOCTH; bapmakon; Kon MakeTa;
METOK. TEXHHIECKHE METKH,
MAPKHPOBKA Ha nauke ykassisaror Toprosoe Ha nauxe yxazano: Toprosoe
HaHMCHOBAHHE Nperrapata; IEKAPCTBEHHYIO | HAUMEHOBAHME npenapara;
$opmy; 03HPOBKY; KOMHYECTBO (naxoHoB | nekapcTeeHHas dbopma; no3uposka;
B yIaXoBKe; «CTEPHITBHOY; COCTAR HA OJIMH | KOJIHYECTE IaKOHOB B yraKkoBKe;
hraxoH; «[IpHMEHSTS 0 HA3HAYEHUIO «CTepHibHOY; cOCTaB Ha OqMH
Bpauax; yCIOBHS XpaHeHH:; « X paHuTh B bnakon; «[IpUMEHATS N0 HA3HAYEHMIO
HENOCTYIIHOM 11 IETeH MecTen; yCNIOBHA | Bpauay; yc/oBHs XPaHEHHS;
ornycka; «Criocob npuMeHeHHS: ¢M. «XpaHuTh B HEAOCTYNHOM [UTs aeTei
HHCTPYKLIHIO [0 NPHMEHEHHUION; HOMEp MeCTen; yesoBua otnycka; «Crnocob
PErHCTPALHOHHOID }’HOCTOBBPEHHH; MPHMEHEHHA: CM. HHCTPYKLUHIO TI0




HaHMEHOBAHWE NIPOM3BONNTENS 1 IPHMEHEHHIO; HoMep
HOPHUIMYECKOTO /IHNA, Ha HMg KoToporo PETHCTPALMOHHOrO YIOCTOBEpeHus;
BbLIaHO PV, ero TOBapHbIif 3HaK, anpec, HaUMEHOBaHHe NpOM3BOAUTENS H
TenedoH u dakc; HOMEp cepmu; faty YOpUIHYECKOTO NMULa, Ha uMs
H3TOTOBNICHHUA; CPOK rOAHOCTH; WTPHX-KOA; | KOTOPOro BEimano PY, ero tosapsii
dapmaxon; kox Makera, 3HaK, anpec, Tenedion u daxc; HOMep
Homyckaercs YKa3bIBaTh KOHTPOJILHEIH CePHH; fnara H3TrOTOBJICHHS; cpok
MACHTHOHKAUMOHHEIH 3HAK (KH3), a axke TOMHOCTH; WTPHX-KO; Gapmaxox;
HHpopMalio, KoTopyio comepmur KU3, KOJI MaKkeTa,
YKa3saH KoHTpoHEI
HACHTHOMKALHONHEL! 3Hak (KH3), a
TaKKe HHpopmaus, KOTOpyio
L ] cosepuT K3,

SAK/IIOYEHUE;: npenapar «lledTpuakcon, IIOPOMIOK Ans UparoOTOBACH RS PACTBODA A/ist BHYTPHBeHHOrO I
BHYTPHMBILIEYHOI0 BBeeHus 1,0 r N1», cepun 1461120, NPOU3BEACHHEIN H YNaKoBaH kI AO «Paapmay,

Poceus COOTBeTCTBYeT TpeGoBanmsM JI1-002002-250116, Haw, Nel, Ham. Ne2, Haw, Ne3, Hism. Ned w nipurogen Iuts
HCnoNL30BaHKMA 10 30,11.2022 .

avaabiank OKK % >
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PADAPMA
AKIIUOHEPHOE OBIIECTBO «PADAPMA>»
Otnen obecnesenus xavecTea

Jluuensns/ License Ne ___ 00119 — JIC ot 19.08.201 5

Paspemenne na spryck JIII Ne 864
(B cooteetcTauH ¢ TTpunosxeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspauue nposyxra / Ledrprakcon

Name of the product Ceftriaxone

MHH / LledTprakcon

INN Ceftriaxone

JlexapcTeerHas dopma / ITopowok ans npurotoBneHus pacTBopa ans
Pharmaceutical form BHYTPHBEHHOIO M BHYTPHMEILIEYHOTO BREAECHUS

Powder for preparation of solution for intravenous
and intramuscular administration

Hoauposxka / I,0r

Dosage strength 1,0g

Tun ynakoskw / ®riakonsl (1), nauku kapToHABIE

Package type Bottles (1), cardboard packs

Howmep cepun / 1461120

Batch number

Hara npoussozcrea / 11.2020

Date of manufacture

Cpox rogHoctu / Togen a0 30.11.2022

Expiry date

Pasmep cepun / 82 272 ynakoBok

Batch size 82 272 packages

Crpana HasHaveHus / Poccus

Destination country Russia

Peructpanmonkoe ynocrosepenue / JI1-002002 ot 18.02.2013 (nata samens: 09.04.20] 8)

Marketing authorization LP-002002 dated 18.02.2013 (replacement date
09.04.2018)

Hopmarususiit fokymenr / JI1-002002-250116 Hzm. Nel, Ham.Ne2, Ham Ne3,

Normative document Ham.Ned

LP-002002-250116 Change Nel, Change N2,
Change Ne3, Change Ned

ITpousBoacTso roToBol fekapcTBenHol Gopmst / |AO «Padapman, Pocens

Finished dosage form manufacturing JSC Rafarma, Russia

Appec/ AO «Padapmay, Poccus, 399540, Address: Rafarma JSC, Russia, 3 99540, Lipetskaya
Jlunenkas o6n., Tep6yHeknii paiioH, nocenenne |Region, Terbuny District, Terbuny Settlement sls,
TepByncknii c/c, ¢. Tep6ynsr, yn.[lopoxnas, 6A  |Terbuny Village, 6A Str.

Ilepeuunas ynakoeka / AO «Padapman, Poccus
Primary packaging JSC Rafarma, Russia
Anpec / AO «Padpapman, Poccus, 399540, Address: Rafarma JSC, Russia, 399540, Lipetskaya

JIuneuxkas o6, Tep6yHckuit paiion, nocenenue Region, Terbuny District, Terbuny Settlement s/s,
Tepbyuckuii c/c, c.Tep6ynsl, yn. JlopokHas, 1.6A Terbuny Village, 6A Str.




Bropuunas ynakoska / AQ «Papapmay, Pocens

Secondary packaging JSC Rafarma, Russia

Anpec / AO «Padapman, Poceus, 399540, Address: Rafarma JSC, Russia, 399540, Lipetskaya
Jluneukas o6a., TepGynckmii paion, nocenenne [Region, Terbuny District, Terbuny Settlement s/s,
TepBynekuii ofe, c.TepByusi, yn.loposknas, 1.6A Terbuny Village, 6A Str,

Beimyckaioumit kowrpons kauecrsa / AO «Padapman, Poccus
Quality Control JSC Rafarma, Russia
Axapec / AO «Pagapma, Poceus, 399540, Address: Rafarma JSC, Russia, 399540, Lipetskaya

Jluneukas 061., TepGyHckuii paios, nocenenre |Region, Terbuny District, Terbun Settlement s/s,
TepByneknuii ¢/c, ¢, TepGyne, ya.opoxnas, 1.6A | Terbuny Village, 6A Str.

Hazsanue ADC / Ledrprakcon natpus

APl name Ceftriaxone Sodium

[poussoaurens ADC / Kyxaii Onajiten Jla6oparopus Ko., Jita, Kurai
API manufacturer Juhai United Laboratories Co., Ltd., China
Homep cepun ADC / 1059

API batch number RSEG0 7

Hacrosumm noarsepiaaro, sro AaHHas cepus OblIa Npou3Beiena u MPOKOHTPOIHPOBAHA B COOTBETCTRHH
¢ neicTeyroniumu IMpasunamu Haanexaume npoussoacreennofi npakTuku Poccuiickoit denepauuy u
TpeboBanuamMu  Peructpauponnoro AOCBE, A TAKHE B COOTBETCTBHH cO creuubduKauuamu
3aPerHCTPHPOBAHHOTO IIPOAYKTA.

I[OK)/MEHTH Ino [POH3BOIACTRY (HPHM{?HHI\‘ILIM C’I‘aﬂ}’lﬂM) W KOHTPOI KavyecTea NPOBEPEHBI 1 O,&Oﬁpeﬂbl‘

Jhobele  oTknoHeHNs PaccieloBaHbl B COOTBETCTBUM ¢ BHYTPCHHHMM NpoUeaypaMu U 0g0GpeHs!
YroTHOMoYe HHEIMU THLIOM /

[ hereby confirm that this batch was produced and controlled in accordance with the current
Rules of Good Manufacturing Practice of the Russian Federation and me requirements of the
Marketing dossier, as well as in accordance with the specifications of the registered product.
Documents for production (applicable stages) and quality control are verified and approved.

Any deviations are investigated in accordance with internal procedures and approved by the
Qualified Person.

Cyosn JLU. /Smovan L.1. ()c-&ee:;/ « /ﬁ A7 2020
6/

Ulpuxas M3 Ned38 o1 14.05.2020
(Ynonxomouennoe nuno/ Qualified Person)

Hazsanue kommamun/ Company name
AO “Padapmay / JSC Rafarma
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