PADAPMA

AKIIHOHEPHOE OBLLECTBO «PADPAPMA»

Oren KOHTPOJIS KauecTBa

399540, JTuneyxas obracmb,

TIACIIOPT N: 861 or 27.10.2021 1.

TepByHckuii pauoH, C. Tepbyn
Tenepon +7 (47474) 2-16-72

b1, ya. JJopoorcnas, 0. 64,

[TIPOAYKT

HE®TPHAKCOH

NOPOIIOK A8 NPHIOTOBICHES pacTBOpa AUIA BHYTPHBEHHOTO
H BHYTPHMbIIIEYHOro BECACHHS 1,0r N1

JIEKAPCTBEHHAS ®OPMA U
®OPMA BBIITYCKA

OUPMA H3rOTOBHUTEJD AO «Padapman, Poccus
YIIAKOBAHO AO «Padapmay, PoccHs
HOMEP CEPHMH 1621021
OBLEM CEPHHU 80 914 ym.
OATA M3rOTOBJEHWA 10.2021 r.
TOAEH 10 31.10.2023 1.
CPOK I'OJHOCTH 2 ropa
YVCJI0BHUS XPAHEHUA B 3alMIIEHHOM OT CBETA MECTE [PH TeMreparype He BBIIC 25°C
PETACTPAIIMOHHOE JI1-002002 ot 18.02.2013 .
{ﬂlOCTOBEPEHHE (naTa BHECEHHA H3MEHEHHH B PY JII1-002002 09.04.2018 1)
AHAJI3bI MIPOBEJEHBI no OCIL TII1-002002-250116, Mam. Ne 1, Fam. Ne 2, Vam. Ne 3, Mism. Ne 4

V HanmeHOBAHHE
noxaszarenel

Tpebosamus HJL

Pe3yasTaThl aHAIAIA

OIMUCAHUE

KpucTaumnueckHii nopoLoK Genoro HIH
04Ty BENoro 1BeTa C HKENTOBATEIM
OTTEHKOM.

KpucTaninueckii roporox MOYTH
fesIoTO LIBETA C JKENTOBATLIM
OTTEHKOM.

NOJJIUHHOCTD

IledTprakcon: Bpems yAepKHBAHIA
OCHOBHOTO ITHKa Ha XpOMaTOrpaMMe
MCTIBITYEMOTO PacTBopa AOMMKHO
COOTBETCTBOBATh BPEMEHH YACPKHBAHHA
OCHOBHOTO [THKa Ha XpOMaTorpaMme
pacTBOpPA CTAHIAPTHOTO obpasua (CO)
nedTpraKcoHa HaTpHA

CoOTBETCTBYET

Harpuii: OKpampBaHie NIaMeHH B
KENTHIH LBET

CoOTRETCTBYET

BPEMSI PACTBOPEHHA

He Gonee 2 MHH

1,4 MHH

OJJHOPOJHOCTD
MACCHI

Or1,0737rmo 1,3123 1

(1,1930 r =10 %)

18/20 (naxonos - He Gonee += 10 %
2/20 hnakoHOB - He Gonee £ 20%

1,1910r
Or1,1710 r (-2 %)
no 1,2060 r (+1 %)

TIPO3PAYHOCTD
PACTBOPA

1,2 % pacTBOp npernapara B BOJIe JOIDKEH
6bITh [IPO3PaYHBIM

CoOTBETCTBYET

IIBETHOCTb
PACTBOPA

1,2 % pacTBOp npenapara B BOI& JOMKEH
BEIAEKMBATD CPaBHEHUE C STAIOHOM Ys
umu BY s

Bhifep/KUBaAET CPaBHEHHE C
3TANIOHOM Y5

pH PACTBOPA

Or 6,0 1o 8,0 (12 % pacTBOP nipenapara B
BOZE)

6,5

MEXAHUYECKHE
BKJIIOYEHMS

BupgamMbie
B cOOTBETCTBUM ¢ TpeGOBAHHMAMY
I'® P®, ODC.1.4.2,0005.18

HeBHIHMBIE
YacTuup > 10 Mxm — He Sonee 6000 Ha
dnaxoH;

> 25 Mxm — He Gosee 600 Ha (naxoH




YAEJBHOE Or-155° no ~-170 ° B mepecyeTe Ha 1570
BPAIIIEHHUE 6e3BOJIHOE BELIECTBO i
OCTATOYHBLIE
OPTAHHMYECKHE AnetoH — He Gonee 0,5 %0; He obuapyskeHO
PACTBOPHUTEJIHA
POJCTBEHHBLIE Iro6an exuuMuHas npiMecs —He Gonee 1,0 %; 0,5 %
IMPUMECHA cymMma npuMmeceit ~ He Gonee 4,0 % 0,5 %
TPHSTHUJIAMHH He Gonee 0,05 % He obrapyxeHo
BOJA 0r8,00011,0% 9,1%
gﬁgﬁ%%ﬁm He 6onee 0,05 EO/mr uedrprakcona Menee 0,011 ED/mr
%ggcmﬁlgggrﬂb [Ipenapat noskeH ObITh HETOKCHYHBIM HeroxcuueH
CTEPUWIBHOCTD ITpenapaT AobxeH ObITh CTEPHIBHEIM Crepunen
AV £15,0 (n=10), ecny ycnoBue He
BeImonaaercd, To: AV < 15,0 (n=30)} u
OJHOPOJHOCTD KOJIHYECTBEHHOE COlEpIKaHHe AV=39
JO3UPOBAHHAS CisH1sNgO7S3 (nedTprHakcoHa) B KaaoM n=10
dakoHe JOIDKHO HAXOAUTLCSA B MHTepBaje
ot 0,75 M o 1,25M
Ot 880 no 973 Mmir/Mr CigH1sNgO78;
MAKCOHA) B Iperapare repecyeTe Ha'
%%Z?ggﬂoe H 2:2)601;1:{2& op"r DCT:'EO‘{H:T)S L
g?m%&rlggﬂ Ok OpPraHHYecKUX pacTBOPHUTENIEH BEIIECTRBO
Ot 95% mo 105 % uedrpuakcona
(C1sH12NgO783) (oT 3aABIEHHOTO 100 %
KOJIHUYECTBa) B OAHOM (IakoHE
ITo 1,1930 r (cooteerctayer 1,0000 r Ilo 1,1930 r (cootercTyer 1,0000 r
uedTpuakcoHa) npernapara B0 GraKoHs! uedTpHakcoHa) npenapara o
6ECLIBETHOrO HEeHTPaIBHOTO CTEKIa THIT 1 (nakoHbl GeCLBETHOrO HEHTPAIBHOTO
eMecTUMOCTBIO 10 MJT, yKynopeHHbIe crekna T | BMecTMocTbio 10 M1,
Pe3HHOBLIMH NpoBKaMH 1 06KaThIE YKYTOpPeHHbIE PE3HHOBBIMH NPOSKamMH
YIHAKOBKA ATIOMHHHEBBIMU KOJITIAYKaMH, K 003KaThIE ANFOMHUHHEBLIMH
cHabKEeHHBIMY TUIACTMACCOBBIMH KOJITIa4KaMH, CHabKEeHHBIMH
KpBIIIKaMH. ITACTMACCOBEIMH KPBILLIKAMH,
1 dhmakoH BMECTE ¢ HHCTPYKLIMEH 110 1 ¢akoH BMECTE C HHCTPYKIIHEH
IPHMEHEHHIO TIOMELIAIOT B 14Ky H3 IO IPHMEHEHHIO TIOMELIEH B
KAPTOHA. nayKy W3 KapToHa.
Ha sTuxerke diakoHa yKkasplBaloT Ha srukeTke quiakoHa yKa3aHo:
HaHMCHOBAHHE NPOH3BOANHTENIA HEero HaHMEHOBAHHE HPOHBBO,HHTEJIH H ero
TOBApHBIH 3HAK; TOPrOBOE HAMMEHOBAHHEe | TOBAPHBIH 3HaK; TOProBoe
TIpEerapara; JexapcTBeHHYo GopMy; HaHMEHOBAHHE Npernapara;
JI03HPOBKY; COCTaB Ha OIMH (UIAKOH; nexapcTBeHHas GopMa; J03HPOBKa;
«CTepuibHOY; HOMEp CepHH; CPOK cocTaB Ha OIMH (JIAKOH;
FOQHOCTH; hapMako; KOJ MAKera; «CTepHABHO»; HOMEP CePHH; CPOK
TEXHUYECKHE METKH WIH 63 TeXHHYECKHX | FOXHOCTH; hapMako/l; KOJ MaKeTa,
METOCK. TEXHHYCCKHC METKH.
MAPKHPOBKA Ha nauxe yKxa3siBaroT TOProBoe Ha nauke yka3zaHo: TOProsoe

HaHMEHOBAHHE Mpernapara; JEKapCTBEHHYIO
(opMy; LO3HPOBKY; KOIMHECTBO (IAKOHOB
B yriakoBke; «CTepHIBHOY; COCTAB Ha OIWH
drakon; «[IpHMEHATH MO HA3HAYEHHIO
Bpayay; YCIIOBHA XpaHeHHUs; «XpaHHTb B
HEJIOCTYIIHOM JUIS JETEH MecTe»; yCI0BHA
otmycka; «Crnocol NpUMEHEHHS: CM.
VHCTPYKLMEO TIO TIPHMEHEHHION; HOMEp
PErHCTPaLIMOHHOrO YAOCTOBEPEHHS,

HavMEHOBaAHHE ITPOH3BOAHTEINA H

HauMEeHOBaHHE Ipelapara;
NexapcTBeHHaA (hopMa; 03HPOBKa;
KOJIHYECTBO (PIaKOHOB B YTI2KOBKE;
«CTepHITBHOY; COCTAB Hd ONHH .
aa&i’a\mo

(naxoH; «I‘Ipum}{m TIOH
Bpayan; ycio XPAHEHHS; o\ 40
«XpaHuTs B Hdnqﬁq'xnap mg)reﬁ __
MecTe»; Yol omtka‘«CHaoofi H
NPHMEHCHMUS: elM\HHb'rpyKﬂﬁ}é o’

TIPHMEHCHHION, mmp AT




IOPHIHHECKOTO JIMLA, HA UM KOTOPOro PETHCTPALIHOHHOrO YIOCTOBEPCHHA,

BbiaaHo PV, ero Tosapusiit snak, anpec, HAHMEHOBaHHUE TIPOH3BOIUTENA H
TeneoH u ake; HoMep cepru; narty IOPHAKXYECKOTO THLA, Ha UMs
H3TOTOBIICHHA; CPOK FOAHOCTH; IITPHX-KOX; | KOTOPOro BhIaHO PY, ero TosapHsiii
dbapmakoz; Koa Makera. 3HaK, anpec, Tenedon u dakc; Homep
HomnyckaeTes yka3blBaTh KOHTPOIbHbIH CEePHH; laTa U3TOTOBIIEHHUS; CPOK
HAeHTHQHKAUMOHHBIH 3HaK (KW3), a Tawke FOJHOCTH; WITPHX-KOJ; (hapMakox;
HH)OPMALHEIO, KOTOpYIO comepxuT KH3. KOJ MaKeTa.

YKa3aH KOHTPOEHLII
uieHTHUKaLHOHHBIHA 3Hak (KHM3), a
TaKKe HHPOpMaLKi, KOTOpYIO
copepaut KH3,

3AKIFOYEHUE: npenapar «[edrpuakcon, MOPOUIOK LISl IPHTOTOBJEHHS PACTBOPA 1/ BHYTPHBEHHOTO H
BHyTpuMbImeqnoro seexenns 1,0 r NI», cepun 1621021, npouspeneHHsIi 1 ynakosauHeif AO «Padapman,
Poccus coorBercersyer tpeSopanuam JITT-002002-2501 16, M3m. Ne 1, Ham, Ne 2, Fam. Ne 3, Mam. Ne 4 u NPUrOJIeH
Ans uenonszoBadds no 31.10.2023 r.

Hauanpank OKK Ve, _ >
AO «Papapmar M"'ﬁ% Cp@f.ube.ﬂ# (%’ %
o)

HOAW [




PADAPMA

AKITHOHEPHOE OBHIECTBO «PA®APMA»
Otnen oBecrieueHus KagecTRa

JIuuensus/ License Ne

00119 <= JIC ot 21.

12.2020

Pazpemenne na einyck JIII No 861
(B cootBercTBHH ¢ TIpunoxernem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3sganue npoayxra /

Ledrpuaxcon
Name of the product Ceftriaxone
MHI / Hedrpuakcon
INN Ceftriaxone

Jlexapersennas dopma /
Pharmaceutical form

ITopowok anst npUroToBNEHMs pacTEopa Wis
BHYTPHBEHHOTO H BRYTPUMEBILIEYHOTO BEEAEHHA
Powder for preparation of solution for intravenous
and intramuscular administration

Jo3uposka / 1,0r

Dosage strength 1,0g

Tun ynakosku / ®nakon 1,1930 r (1) ¢ nHeTpyKuUMeH no NPUMEHEHHIO
Package type B MaYKe KapTOHHOH

Bottles 1,1930 g (1) with instructions for use in a
cardboard pack

Homep cepun / 1621021

Batch number

Hara npoussosctea / 10.2021

Date of manufacture

Cpox rognoctn / Topen ao 31.10.2023
Expiry date

Pasmep cepuu / 80 914 ynakosox
Batch size 80 914 packages
Crpana HasHavenus / Poccus
Destination country Russia

Perucrpaunonnoe yaoctosepene /
Marketing authorization

JII1-002002 ot 18.02.2013 (naTa BHeceHns
HsMeHeHu# B PV JIT1-002002 09.04.201 8)
LP-002002 dated 18.02.2013 (date of amendments to
RU LP-002002 09.04.2018)

Haumenosaunue nepsxarens PEruCTPauMOHHOrO
yAocToBepenus/
Name of the marketing authorization holder

AQ «Padapman, Poccus
JSC Rafarma, Russia

HopmarusHsiit gokyment /
Normative document

JI[1-002002-250116, Mam. Nel, M3m.Ne2, Usm Ne3,
Hzm.Ned

LP-002002-250116, Change Nel, Change Ne2,
Change No3, Change Ne4

IIponssoacTso rotosoit JexapcTBeHHOH dopmer /
Finished dosage form manufacturing

AO «Padapman, Poccus
JSC Rafarma, Russia Xy

Anpec / AO «Padapman, Poccns, 399540,
Jluneuxas 06:1., Tep6yHckuii pa¥ioH, nocesenune
TepGynckuii c/c, c. TepbyHsr, yi. Hoposxkuas, 6A

Address: Rafarma JSC, Russia, 399549;%%12

Region, Terbunsky Municipal Distrigs; Rural
N e -

{f




Settlement Terbunsky Village Council. Terbuny
Village, Dorozhnaya Street, 6A

Iepeu4nas ynaxkoska /
Primary packaging

AO «Padapman, Poccus
ISC Rafarma, Russia

Agppec / AO «Padapman, Poccus, 399540,
Jluneuxas o6u1., TepOyHckuii paiioH, nocenexue
Tepbyncxuii ¢/c, ¢. TepGynet, yn. Jopoxnas, 1.6A

Address: Rafarma JSC, Russia, 399540, Lipetsk
Region, Terbunsky Municipal District, Rural
Settlement Terbunsky Village Council, Terbuny
Village, Dorozhnaya Street, 6A

BropuuHas ynakoeka /
Secondary packaging

AO «Padapman, Poceus
JSC Rafarma, Russia

Anpec / AO «Padapmay, Poccus, 399540,
Jluneuxas o61., TepBynckuii palion, mocenenue
Tepbyuckuii c/c, ¢. TepSyuei, yn.[Jopoxuas, 1.6A

Address: Rafarma JSC, Russia, 399540, Lipetsk
Region, Terbunsky Municipal District, Rural
Settlement Terbunsky Village Council, Terbuny

Village, Dorozhnaya Street, 6A

AO «Padapmar, Poccun

JSC Rafarma, Russia

Address: Rafarma JSC, Russia, 399540, Lipetsk
Region, Terbunsky Municipal District, Rural
Settlement Terbunsky Village Council, Terbuny
Village, Dorozhnaya Street, 6A

Liedpuakcon narpus

Ceftriaxone Sodium

Kyxait IOnaitren Jlaboparopus Ko., JItn, Kuraii
Juhai United Laboratories Co., Ltd., China

Brinyckatommii kourpons kauectsa /

Quality Control

Anpec / AO «Padapmayn, Poccus, 399540,
Jluneuxan o6:., TepGyrckuii paiion, nocenenye
TepSynckwuii c/c, c. TepOynnl, ya./lopowkuas, 1.6A

Hazpanue ADC /

API name
Ipoussoaurens ADC /
API manufacturer

Homep cepun ADC /

API batch number 3052103051

Hacrosiwum noarsepsknaio, uto nannas ceps 6bL1a NIPOM3BEICHA H IPOKOHTPOIHPOBAHA B COOTRETCTEHM
¢ Aewictryrownmu [pasnnamu Hannexaieit npoussoncteennoit npaktuky Poceuiickoit Denepaunu 1
tpeGoBannsmm - PerucTpauMoHHOrO  Jocke, a TaKike B COOTBETCTBHH  CO cneuudpuKaunAMM
3aPeruCTPHPOBAHHOTO [POIYKTA.

HOKYMEHTBI 110 MPOU3EOACTBY (ITPHMEHHMBIM CTAIMAM) H KOHTPOIIO KavecTea MPOBEPeHbl U 0100peHsI,

Jhiobble OTKIOHEHNS pacC/eloBAHBI B COOTBETCTBMM C BHYTPEHHHUMH MPOLEAYPAMH H 0a00peHs!
Y Nos1HOMOYEHHBIMM THLIOM /

I 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. ’
&*’—6—#/« o L2 2021
/4

Cyostn JI.H. /Smovan L.I
Ipukas M3 Ne524 01 27.05.2021 r.
(Ynonnomouennoe nuio/ Qualified Person)

Hassanue komnannu/ Company name

AO “Padapmar / JSC Rafarma «Padapmar

JSC «Rafarma» |
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