PADAPMA

AKIIMOHEPHOE OBIIECTBO «PA®APMA»

Otnen obecrieyeHus KauecTBa

JIunenzus/ License Ne

00119 — JIC 07 21.12.2020

Paspemenne Ha Buimyck JITT Ne 785
(8 cooTBeTCTBHH C [IpHIOKEHHEM 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue npomyxra / LledTpHakcoH
Name of the product Cefiriaxone
MHH / LledTprakcoH
INN Ceftriaxone

JlexapcTennas hopma /
Pharmaceutical form

ITopolok A1 IPUroTOBIEHHS PacTBOpa A4
BHYTPHBEHHOTO ¥ BHYTPUMBILIEYHOTO BBEACHHS
Powder for preparation of solution for intravenous
and intramuscular administration

Jloszupoeka / 1,0r

Dosage strength 10g

Tun ynakoexu / dnaxos 1,1930 r (1) ¢ MHCTpYKUKEH NO NPUMCHEHHUIO
Package type B ITaYKe KApTOHHOM

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

Homep cepu / 1460921
Batch number

Jlata npowusBozcTBa / 09.2021
Date of manufacture

Cpok roaxocty / l'opeH 1o 30.09.2023

Expiry date

Pasmep cepuu /

78 514 ynaxoBok

Batch size 78 514 packages
CtpaHa HasHaueHus / Poceust
Destination country Russia

PerucTpauyonHoe yAocTopepenue /
Marketing authorization

JIT1-002002 ot 18.02.2013 (nara BHeCEHHA
usMeHennii B PY JITI-002002 09.04.2018)
LP-002002 dated 18.02.2013 (date of amendments to
RU LP-002002 09.04.2018)

HauMeHoBaHHE NEPIKATENL PETHCTPaLMOHHOrO
yAOCTOBEpEHUA/
Name of the marketing authorization holder

AO «Padapmar, Poccus
JSC Rafarma, Russia

HopMaTHBHBIH JOKYMEHT /
Normative document

JII1-002002-250116, WM. Nel, M3m. Ne2, Ham Ne3,
H3m. Ned

LP-002002-250116, Change Nel, Change Ne2,
Change Ne3, Change Ned

TTpoH3BOACTBO TOTOBOH JNIEKapCTBEHHOM Gopmbl /
Finished dosage form manufacturing

AQ «Padapma», Poccus
JSC Rafarma, Russia

Anpec / AO «Padapman, Poccus, 399540,
Jluneukas o6:m1., TepOyHCKrH pakoH, MOCeNerHe
Tep6ynckuit c/c, c. TepByusy, yir.lopoxHas, 6A

Address: Rafarma JSC, Russia, 399540, Lipetsk.

Region, Terbunsky Municipal District, Rurg}l_{' <




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

[lepruunas ynakoBKa / AO «Pabapmay, Poccus
Primary packaging JSC Rafarma, Russia
Agpec / AO «Padapman, Pocent, 399540, Address: Rafarma JSC, Russia, 399540, Lipetsk

JIumewukan 06n., TepOyHckuii paiioH, TIOCENEHHE Region, Terbunsky Municipal District, Rural
Tep6ywekuii ¢/, ¢. TeplyHsl, yit.Jloposnas, 1.6A |Settlement Terbunsky Village Council, Terbuny
Village, Dorozhnaya Street, 6A

BropuuHas ynakoska / AO «Padapmar, Poccus
Secondary packaging JSC Rafarma, Russia
Anpec / AO «Padapmar, Poccus, 399540, Address: Rafarma JSC, Russia, 399540, Lipetsk

JTuneuxas o6n., TepOynckuil paiion, noceneHue Region, Terbunsky Municipal District, Rural
Tep&yHckuii c/c, ¢. TepOyHbl, yn.Jloposknas, 1.0A |Settlement Terbunsky Village Council, Terbuny
Village, Dorozhnaya Street, 6A

BuirycKaiouMii KOHTPOIbL KavecTsa / AO «Padapman, Poccus
Quality Control JSC Rafarma, Russia
Anpec/ AO «Pabapman, Poccus, 399540, Address: Rafarma JSC, Russia, 399540, Lipetsk

TNuneukas 06:1., TepOyHckui paioH, noceneHume Region, Terbunsky Municipal District, Rural
TepGyuckwuii c/c, ¢. TepGyHsi, yiJlopoxkuad, 1.6A | Settlement Terbunsky Village Council, Terbuny
Village, Dorozhnaya Street, 6A

Hassanue ADC/ LedrpuaxcoH HaTpua

API name Ceftriaxone Sodium

poussoaurens AQC/ HKyxaii I0naitren JlaSoparopus Ko., Jltn, Kurah
API manufacturer Juhai United Laboratories Co., Ltd., China

Howmep cepun ADC /

API batch number 3052102019

HacTosMM NOATBEPIKIAI0, YTO JaHHAas cepys Obiia POU3BeIeHa H TPOKOHTPOIMpPOBaHA B COOTBETCTBHH
¢ neiictytommmy [Tpasinamu Hapnexauiei TPOM3BOICTBEHHOMN MPAKTHKH Poceniicrkoit eaepauny H
TpeGoBanuAMH  PerucTpauMoHHOrO  0CkE, @ Taioke B COOTBETCTBHM €O CHEUH(HKALHUAMH
3aperHCTPUPOBAHHOIO MPOAYKTA.

JIOKYMEHTBI 110 POM3BOACTBY (PHMEHUMbIM CTAAMAM) H KOHTPOJIIO Ka4yecTsa NPOBEPEHE] H 0100peHsl.
TioBble OTKIOHEHHMS Pacc/iei0BaHbl B COOTBETCTBMM C BHYTPEHHUMH TPOLELYpami u opobpeHbl
VIOTHOMOUEHHBIMH JTHLIOM /

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
Qualified Person. 0530

Cwmosnn JLU. /Smoyan L.1.
Ilpikas M3 NeS24 o1 27.05.2021 1.
(Vnoaromouennoe auno/ Qualified Person)

Hazpanue komnaxun/ Company name

AO “Pagapma» / JSC Rafarma

MI1/Stamp




AKIIMOHEPHOE OBHIECTBO «PADAPMA»

OTxen KOHTPONS KauecTBa

399540, JTuneyxas oénacm

TACIOPT Ne 785 or 06.10.2021 r.

v, TepByHckull paiioH, C. Tep6ynwl, yn. Hopookras, 0. 64,
Teneon +7 (47474) 2-16-72

TPOAYKT

IMEPTPHAAKCOH

JIEKAPCTBEHHASI ®OPMA H

TOPONIOK /TSl NPHIOTOBJIEHMS PACTBOPA i BHYTPHBEHHOI0

®OPMA BBIIYCKA ¥ BHYTPHMbIIIEYHOTQ BBeACHHH 1,0 r N1
®NPMA H3IOTOBHUTEJID AQ «Pacdapmar, Poccns
YIIAKOBAHO AO «Padbapmay, Poccus
HOMEP CEPHH 1460921
OBBEM CEPUH 78 514 ym.
JTATA U3 OTOBJIEHMA 09.2021 r.
T'OJEH A0 30.09.2023 r,
CPOK I'OJHOCTH 2 roja
VCJIOBUSA XPAHEHHWS B sallAIeHHOM OT CBETa MECTe NPH TEMIIEPAType He BLILIC 25 %C
PETHCTPAIIMOHHOE JIT1-002002 ot 18.02.2013 .
YIOCTOBEPEHHE (1aTa BHECEHUA usmenenni 8 PY JII1-002002 09.04.2018 r.)
AHAJ36I IPOBEJEHBI no @CII TIT1-002002-250116, Mam. Ne 1, Viam. No 2, Hism. Ne 3, Wam. Ne 4
Ha“MQHOBaﬂf . TpeGopanua HJL Pe3yabTaThl aHAIH3A
noxasaTele
KpHCTaNTHYECKHi NTOPOLIOK Henoro Wil KpucTa/mHyeckul MopoInoK MOHTH
OIMCAHHME [OYTH OENIOro 1IBETa C JKEJITOBATEIM Genoro 1BETa C XKeJITOBaThIM
OTTEHKOM. OTTEHKOM.
Ilegrpuaxcon: Bpems ynepKUBaHHA
OCHOBHOTO ITHKA Ha XpOMAaTOrpamme
HCTIBITYEMOr0 pacTBOpa JOJDKHO
COOTBETCTBOBATE BPEMEHHM YASPKHBaHHA COOTBETCTBYET
NOJJIMHHOCTD OCHOBHOTO INHKA Ha XpPOMATOrPaMMe
pacTBOpa CTaHIapTHOTO ofpasua (CO)
ned)TpHAKCOHA HATPHA
Harpuii: OxpauninsaHHe IV1aMeHH B C
s OOTBETCTBYET
SKEIITHIH [(BET
BPEMS PACTBOPEHUS | He Gonee 2 MuH 1,4 mun
Or1,0737rmo 1,3123 1 12020 T
OJHOPOJHOCTD (1,1930 r £ 10 %) ori 1,860 1%
MACCHI 18/20 ¢uiaxoHos - He Gornee £ 10 % e ,,°)
2/20 praxoHos - He Gonee + 20 % 20 1,2190 T (+1 %)
IPO3PAYHOCTD 1,2 % pacTBOp npenapaTa B BOAC NOUKCH
PACTBOPA GBITH NPO3PAYHBIM CoorseTcTEyeT
OBETHOCTD 1,2 % pacTBOp mpenapaTa B BOAS HOIDKCH BEIIepKHUBACT CPABHEHHE C
PACTBOPA BBIIEPKUBATE CPABHEHHE C 3TAIOHOM Ys STATOHOM Y5
wiu BYs
pH PACTBOPA Or 6,0 no 8,0 (12 % pacTeOp Npenapara B 6.6
BOJE) ’
Bupumbie
MEXAHHUUYECKHUE B cOOTBETCTBHH ¢ TPEOOBAHHAMH CoOTBEeTCTBYET
BKJOIOYEHHUS I'® PO, OPC.1.4.2.0005.18 TS
HeBuauMbie
Yacrunp > 10 Mim — He Gonee 6000 Ha £
(hnaxon; 165 :
> 25 mkM — He Gonee 600 Ha duakoH He obHapy KeHo




YAEJLHOE

Ot-155° no -170 ° B mepecueTe Ha

o
BPAINEHVE Ge3BOHOE BEIIECTBO =160
OCTATOYHBIE
OPTAHMYECKHUE AueroH — He Gonee 0,5 %, 0,03 %
PACTBOPHUTEJHA
POOCTBEHHEIE Thobas eqMHAYHAaA NpuMeck —He Gonee 1,0 %oy 0,4 %
OPUMECH cymma nipumeceii — He Gonee 4,0 % 0,4 %
TPHITHJIAMHH He Gonee 0,05 % He ofHrapy»xeno
BOIA ; 0r8,01011,0% 88%
gﬁlﬁgﬁ%xcmﬁﬁlﬁm He 6onee 0,05 EB/Mr uedTpuaxcona Menee 0,011 EQ/mr
?gg(%ggfb TIpenapat goioKeH OBITE HETOKCHIHBIM HeTtoxcuueH
CTEPHJIBHOCTD TIpenapart jromxeH ObITh CTEPHIBHEIM Crepunen
AV £15,0 (n=10), ecnii ycnoBHE HE
pBInonHAeres, To: AV < 15,0 (n=30) u
OJHOPOIHOCTD KONHYECTBEHHOE CoJepKaHHe AV=246
JO3HPOBAHMA CisH1sN3O7S;: (e TpHaKcoHa) B KaXIOM n=10
(bnaxoHe NO/DKHO HAXOMUTECA B HHTEPBAIIC
ot 0,75 M no 1,25M
Ot 880 go 973 Mkr/mr CigHisNsO7S3
(uepTpHakcona) B rpemnapare rnepecyeTe Ha D naxiliin
KOIECTBEROR | SRt choboos ot e
il Ot 95% 110 105 % Ledrpuakcona
(C1sH1gNg0O7S3) (oT 3asBneHHOTO 102 %
KOJIMYECTBA) B OAHOM (U1aKoHe
ITo 1,1930 r {cootsetcTryer 1,0000 r ITo 1,1930 r (cooteetcTyet 1,0000 T
nedTpHakcoHa) rpenapara BO (JIaKOHbI ue)TPUaKCOHa) NpenapaTa BO
GecLBETHOTO HeHTPaNbHOTO cTekNa THI | dmakoHs! GecLBETHOrO HEHTPATBHOTO
BMeCcTHMOCTEIO 10 MII, YKyTNIOpEHHBIE crexuia Tin | BMecTEMOCTBIO 10 M,
pe3HHOBRIME NpoOKamMu 1 ofKaTeie YKYNOpEHHbIE PE3HHOBBIMH NPOOKaMU
YIIAKOBKA ATFOMHHHEBEIMH KOJIMAauKaMH, 1 06aThle ANIOMHHHEBEIMH
cHabXKEHHBIMH IUIACTMACCOBBIMH KOJIIIa4YKaMH, CHA0KEHHBIMH
KPBILIKAMH. MA&CTMACCOBEIMH KPBILIKAMH.
1 dnaxoH BMecTe ¢ HHCTPYKIMEH 10 1 ¢nakoH BMeCTe C HHCTPYKUHMEH
NPHMEHEHHIO [IOMELIAIOT B NayKy K3 110 NPUMEHEHHIO MOMEIIeH B
KapToOHa, NavKy W3 KapTOHa.
Ha sturerke dakoHa yKasbiBatoT Ha stuxetke duakoHa ykasaHo:
HaMMEHOBaHHKE POU3BOAUTENT H Er0 HaHMEHOBaHHEe NPOU3BOIMTENS H €ro
TOBAPHEIN 3HAK; TOPrOBOE HAMMEHOBaHHE | TOBapHEBIH 3HAK; TOProBoe
npenapara; JIeKapcTBEHHYIO (hopMy; HalMEHOBaHHe Iperiapara;
JO3UPOBKY; COCTAB HA O/JHH (pnakon; nekapeTBeHHan GopMa; JO3HPOBKa;
«CTepunbHOY; HOMEp CEPHH; CPOK coCTaB Ha OJMH (HIIAKOH,
FOAHOCTH; (hapMaKo; KOA MaKeTa; «CTepHIIEHOY; HOMED CEepHH; CPOK
TEXHHYECKHE METKHM WK 6e3 TEXHUYECKUX | FOXHOCTH; (JAPMAKOJ; KOX MaKeTa;
METOK. TEXHHYECKHE METKH.
MAPKHUPOBKA Ha niauke yka3siBaroT TOProBoe Ha mauke yxasaHo: TOprosoe

HauMeHOBaHKe IIperapara; JIEKapCTBeHHY0
(hopMy; HO3HPOBKY; KONHYECTBO (IIAKOHOB
B ynakoske; «CTEpHIBHOY; COCTaB Ha OfAMH
(naxoH; «[IpMMEHATE 110 HA3HAYESHHUIO
Bpavan; yCAOBHA XPaHEeHHA; «XPaHHTE B
HELOCTYIIHOM IS OeTeHd MeCTey; YCIOBHA
ornycka; «Criocol NpUMeHeHH A CM.,
HHCTPYKLHMIO 110 IIPUMEHEHHION; HOMEp
PETHCTPaLMOHHOIO YIOCTOBEPEHHA,

HaHMEHOBAHHE NPONIBOMMTENA H

HAMMEHOBAHHE IIperapara,
nexapcTBeHHas GopMa; I03MPOBKa;
KOJIM4ECTBO ()IaKOHOB B YIIAKOBKE;
«CTepwibHOY; COCTAB Ha OIMH
tnakon; «IIpHMEHATH N0 Ha3HAYEHHIO
Bpauay; yCIOBHA XPaHEHHSA] .
«XpaHHUTh B HEAOCTYIIHOM fUIA AeToH
MecTe»; YCoBHA 0TITycka; «Criocod:
TIPHMEHEHUA: OM, HHCTPYKIHIO 10
MPHMEHEHHION; HOMep




IOPHAHYECKOr0 JIHIA, HA HMs KOTOPOro
BbiAano PY, ero ToBapHbIit 3HaK, ampec,
TeNehOH U (hakc; HOMEp cepuH; 1aTy
H3TOTOBJICHHS; CPOK FOHOCTH; LITPHX-KOI,
(apMako; Ko MakeTa.

HoryckaeTcs yka3blBaTh KOHTPONLHBIH
HAeHTU(QHKaLOHHbIH 3Hak (KM3), a Takoke
HH(OpMaumio, KoTopyo conepskut KHU3.

PErHCTPaLHOHHOTO YI0CTOBEPEHHS;
HaUMEHOBAHHE MPOU3BOJUTENS U
OPHIHYECKOro quua, Ha ums
KOTOporo BelgaHo PV, ero ToBapHbii
3HAK, anpec, Tesie@oH H dakc; HoMep
CEepHH; Jata H3rOTOBASHHA; CPOK
TOZHOCTH; WITPHX-KOA; (papMakos;
KOZ MakeTa.

YKa3aH KOHTPOJILHBIH
unentudukanmonHsii sHak (KM3), a
TaKKe HHPOPMALIHS, KOTOPYIO
cogepskut KH3.

3AK/IXOYEHME: npenapar «llepTpHaKCcOH, HOPOIOK /IS NPHIOTOBICHIHST pacTBopa A1 BHYTPHBEHHOIO H
BHYTPHMBILICYHOro BBeAenns 1,0 r N1», cepun 1460921, [IPOH3BE/ICHHBIH 1 yliakoBaHHbI AO «Padapmay,

Poccua coorsercrnyer Tpebosanuam JITT-002002-2501 16, M3m, Ne 1, Ham.
JAng uenofbs3oBanus 1o 30.09.2023 r.

Hauanenux OKK
AO «Padapmar




