PAGAPMA

AKITAOHEPHOE OBIIECTBO «PAPAPMA»

OTaen KOHTPOJA KauecTBa

399540, JTuneyxas o6nacmv, Tepbynckuii patiow, ¢. TepBynvy, yn. opooicas, 0. 64,
Tenechon +7 (47474) 2-16-72
IMACIIOPT N: 783 ot 06.10.2021 r.

OPOAYKT HNE®TPHAKCOH
JIEKAPCTBEHHAS ®OPMA A MOPOLIOK AJS NPHIOTOBJIEHHs PACTBOPA [UIA BHYTPHBEHHOTO
OOPMA BBIITYCKA  BHyTpHMBINeunoro seefenus 1,0 r N1
OHPMA U3TOTOBUTEID AO «Padapmayn, Poccus
YIIAKOBAHO AQ «Patapman, Poccus
HOMEP CEPHA 1470921
OBbEM CEPHH 87 692 ym.
JATA M3rOTOBJIEHUS] 09.2021 r.
T'ONEH IO 30.09.2023 r.
CPOK I'OTHOCTH 2 rojga
YCJIOBUSI XPAHEHMS B 3aiuuieHHOM OT CBETa MECTE NpH TeMIepaType He BRILIE 25°C
PETHCTPAIIMOHHOE JIT1-002002 ot 18.02.2013 1.
YIOCTOBEPEHHE (nara BHeceHUS U3MeHeHHH B PY JIT-002002 09.04.2018 r.)
AHAJ35I IPOBEJEHBI no ®CI1 TI1-002002-250116, Ham. Ne 1, Fam. Ne 2, Fam. Ne 3, Ham. Ne 4
Haumenosanue
B Tpebopanus HJ{ PesysanTaThl AHAIH3A
Kpucraniueckui Mopomok Gemoro 1ix KpucTannugeckuii nopoLIoK rnoyrH
OIINCAHHE nouTH 6€10ro LBeTa C JKEITOBATHIM Gemnoro LBETa C IKENTOBATHIM
OTTEHKOM, OTTEHKOM.
Hedrpnakcon: Bpems yaepKUBaHns
OCHOBHOIO ITHKA Ha XpoMarorpaMme
HCTIBITYE@MOr0 PacTBOpa J0JDKHO
COOTBETCTBOBATE BPEMEHH yICPIKHBAHUA CoOoTBETCTBYET
HOJJIAHHOCTD OCHOBHOTO ITHKA Ha XpoMaTorpamMme
pacTsopa cTarfapTHoro obpasua (CO)
uedTpHAKCOHA HATPHS
Harpu:‘i: OxpaluvBanfe IUIaMeHH B CooTBETCTBYET
JKENTHIH LBET
BPEMSI PACTBOPEHHSL | He 6onee 2 MuH 1,75 M=
Or 1,0737 r no 1,3123 r 1.1690 r
OJHOPOJTHOCTb (1,1930 r £ 10 %) Or 1,1210 T (-4 %)
MACCBI 18/20 ¢nakoxos - He Gonee = 10 % 1 ’2170 4 %
2/20 ¢nakoHos - He Gonee £ 20 % A0 Yol
MIPO3PAYHOCTD 1,2 % pacTBOp npernapara B BOJE JOJDKEH
PACTBOPA OBITH NPO3PAYHBIM CopresTezByst
IIBETHOCTH 1,2 % pacTBOp Ipenapara B BOJI® IOJ/DKEH Brlgep:kuBaeT CPaBHEHHE €
PACTBOPA BBUICPXKUBATE CPABHEHHE C ITATIOHOM Y5 3TANoHOM Ys
wik BYs
pH PACTBOPA Ot 6,0 no 8,0 (12 % pacTBOp npenapara B 6.6
BoJe) j
Buaumele
MEXAHUYECKWUE B cooTBETCTBHH ¢ TPeOOBAHHAMH CootpeTcTByeT
BEJXOYEHUS T® PO, 00C.1.4.2.0005.18 o
HeBugumsbie :
YacTaup: > 10 mxm — He 6onee 6000 Ha /
GbaKoH; 225
> 25 MxM — He Gonee 600 Ha dutakoH 8




YAEJBLHOE

Ot -155° 1o -170 ° B nepecyere Ha

(4]
BPAIIEHUE 0e3B0/IHOE BEIIECTRO 13
OCTATOYHBIE
OPTAHUYECKHUE Aueron — He 6onee 0,5 %; He obxapyxeno
PACTBOPHTEJI
POACTBEHHLIE lioGas efHIHAs npuMeck —He Goiee 1,0 %; 0,4 %
IIPHIMECH cyMMma npumeceH — ne Gonee 4,0 % 0,4 %
TPHASITHJIAMIH He 6omee 0,05 % He obHapys«eno
BOJA Or8,0m011,0% 9,3 %
g%ﬁ%?ﬁm He bonee 0,05 ED/mr uedrprakcona Menee 0,011 E3/mr
’?IO{I(() (%géfb Ilpenapar nomkeH GBITE HETOKCHUHBIM Hetoxcuuen
CTEPHJILHOCTL IIpenapat nomkeH 6EITE CTEPHABHEIM Crepunen
AV <15,0 (n=10), ecnu ycnoswe e
BBINONHACTCA, TO: AV < 15,0 (n=30) u
OTHOPOIHOCTH KOJIHYECTBEHHO® CONEPIKAHHE AV =26
JO3HUPOBAHUS CisH1sNsO78; (uedrpuakcona) » xaxuom n=10
(hnakoHe IOIKHO HAXOXUTECA B HHTepBase
or 0,75 M no 1,25M
Ot 880 o 973 mxr/mMr C1sH1sNz07S;3
o e eyl o PRsmiine
ﬁ&%&%on; OpraHH4eCKHX PACTBODHTEINCH BENecTBO
Ot 95% no 105 % uedrpuakcona
(C1sH1sNsO183) (ot 3as8nennoro 100 %
KOJIHYECTBa) B OXHOM (hilaKOHe
ITo 1,1930 r (cootsetctryer 1,0000 r Io 1,1930 r (cootseteTnyer 1,0000 r
uedTpuakcoHa) npenapara Bo GITaKOHEI ue)TpHAKCOHA) mpenapaTa Bo
GecuseTHOrO HeliTpansHOro crexaa Tvm I ¢naxoms! becuperHoro HelirpansHoro
BMECTUMOCTBIO 10 MJ1, yKymopeHHsie ctexna tan I BMecTHMocThIo 10 M,
PE3HHOBEIMH NpoOKkaMH H o6kaThie YKYNOPEHHBIE Pe3HHOBEIMH POGKaMH
YIHAKOBKA AIOMHHHEBEIMH KOJINauKaMH, H OOXKaThle AMOMHUHHEBBIMHK
CHaB>KEHHEIMH MTACTMACCOBBIMU KONMayKamu, cHaGKeHHEIMU
KPBILIKAMH. IUIaCTMACCOBBIMH KPBIIIKAMH,
1 (nakon BMeCTE ¢ HHCTPYKLKMEI TTO 1 ¢axon BMecTe ¢ HECTpYKUMeit
TPHMEHEHHUIO [IOMEIIAIOT B NAYKy M3 T10 IPUMEHEHHUIO TIOMELUEH B
KapToHa. Na4Ky U3 KapTOHa.
Ha stuxerke dnakona ykassisaror Ha stuxetke pnakona ykazaHo:
HAHMEHOBAHYE MPOU3BOAMTEIIA H ero HaMMEHOBAHHE [IPOH3BOHTENA H €ro
TOBAPHEIH 3HAK; TOProBoe HaHMEHOBaHHe TOBApHEIH 3HAK; TOProBoe
Tperapara; JIEKapCTBEHHYIO hopMy; HaUMEHOBAaHHME NpenaparTa;
MO3HPOBKY; COCTAB Ha OAHMH (JIaKOH; nekapcTBeHHas Gopma; JO3HPOBKa;
«CTepunsHO»; HOMEp Cepum; CpoK COCT4B Ha OOUH (UIaKoH;
TOZIHOCTH; (hapMaKox; KO MakeTa; «CTepHIbHOY; HOMED CEPHH; CPOK
TEXHHYECKHE METKH WK Ge3 TEXHHYeCKHX | FOAHOCTH bapmakoz; Ko Makera;
METOK, TEXHHYECKHE METKH.
MAPKHPOBKA Ha nauxe yxassisaror Toprosoe Ha nauxe yxasaHo: Toproeoe

HAaHMEHOBAHHE Npenapara; JIeKapCTBEHHYIO
(opmy; N03UPOBKY; KONHYECTBO (haxonoB
B ynakoeke; «CTepHIIBHOY; COCTaB Ha OQHH
prnakoH; «[IpUMEHSTE 110 HA3HAYEHHIO
Bpa4ay; yCJIOBHA XpaHeHus; « X paHuTs B
HEIOCTYNHOM ANs eTeli MecTen;, YCIoBHs
otmycka; «Crocot npuMeHeHus: cM.
MHCTPYKIIHIO 110 MPHMEHEHMION; HOMep
PETHCTPALHOHHOTO YIOCTOBEPEHHS,

HauMEHOBaHUE TIPOH3BOJTUTEIIA U

HaHMEHOBaHMe TIpenapara;
nexapeTBeHHas opMa; LO3MPOBKaA;
KOJIM4€CTBO (HIIaKOHOB B YMAKOBKE;
«CTepunsHOY; COCTAB Ha OHH
naxon; «IIpUMEHATE 10 Ha3HAYCHHEO
Bpayay; yCIOBkA XPAHEHHS; ~ .
«XpaHuTh BHENOCTYIIHOM 1y eTeit
MeCTey; YCOBHS OTmycka; «Cnotod
MPUMEHEHHS: CM. HHCTPYKLIHIO 1o

NMPUMEHEHHIO; HoMep "~~~




IOPHAMYCCKOrO JIMIA, HA HMS KOTOPOro
BbilaHo PY, ero TopapHsIif 3HaK, anpec,
tenedoH u (akce; HOMEp CepuH; NatTy
M3rOTOBJICHHSA; CPOK MOJHOCTH; IIITPUX-KOL;
dapmakol; KO/ MAaKeTa.

HomyckaeTcs yKa3plBaTh KOHTPOILHBIH
uneHTHhHKkauuoHHbli 3Hak (KH3), a taioke
uH(opMaLHio, kotopyio conepiut KH3.

PCrHCTPALMOHHOrO YXOCTOBEPEHHUS;
HaWMEHOBAHHUE TIPOU3BOJUTENA
IOPHINYECKOrO IKLE, Ha UM
KOTOpOro Bhiiano PV, ero Topapusii
3HaK, ajpee, Tenedon H pake; HoMep
CepHH; IaTa H3TOTORNEHU!; CPOK
rofHOCTH; IUTPUX-KOA; apMakos;
KOJl MaKeTa.

VKazaH KOHTPOIbHBIH
naeHTuduUKauronHsii 3nax (KM3), a
TakKe HHPOPMALIHS, KOTOPYIO
copepxut KH3.

SAK/TIOYEHHE: npenapar «Ilerpuakcon, mopomox ais NPHIOTOBJICHHS PACTBOPA AJISi BHYTPHBEHHOIO M

BHYTpuMbImieunoro ssejenns 1,0 r N1», cepun 1470921, npoussenenublii u

Poccus cooreerersyer TpeGosanmam JII1-002002-250116, Ham. Ne 1, Ham. Ne 2,

I ucnonb3oBanug no 30.09.2023 r.
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PADAPMA

AKIIMOHEPHOE OBIIECTBO «PAGAPMA)»
Otxen obecrieyeHHs KadecTra

Jlunensus/ License No

00119 —JIC ot 21.

12.2020

Paspemenne Ha Beimyck JIIT Ne 783
(B cootsercTHH ¢ ITpHnoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasparue nponyxra / Tledrpuakcon
Name of the product Ceftriaxone
MHH / Hedrpuakcon
INN Cefiriaxone

JlekapcraenHas dopma /
Pharmaceutical form

ITopouox Aas NPUTOTOBNEHUS pacTBOpa g
BHYTPHBEHHOTO H BHYTPHMAILIEYHOrO BBEIEHHUS
Powder for preparation of solution for intravenous
and intramuscular administration

Hozupoeka / 10r

Dosage strength 10g

Tun ynaxosku / ®nakon 1,1930 r (1) c uHCTpyKUKEH MO NPHMEHEHUIO

Package type B ITAYKE KapTOHHOH
Bottles 1,1930 g (1) with instructions for use in a
cardboard pack

Howmep cepun / 1470921

Batch number

Hara npoussoncrsa / 09.2021

Date of manufacture

Cpoxk rognoctH / ToneH 1o 30.09.2023

Expiry date

Pasmep cepuu / 87 692 ymakoBox

Batch size 87 692 packages

Crpana HazHauenus / Poccus

Destination country Russia

Perucrpauunonnoe ynocrosepexue /
Marketing authorization

JIIT-002002 ot 18.02.2013 (nata Brecenus
namenenuit 8 PV JII1-002002 09.04.2018)
LP-002002 dated 18.02.2013 (date of amendments to
RU LP-002002 09.04.2018)

HanMeHoBanue Iepiarens perHCTpallMOHHOTO
yzHocToBepenus/
Name of the marketing authorization holder

AO «Padapmay, Poccus
JSC Rafarma, Russia

Hopmatueuerit nokymenr /
Normative document

JII1-002002-250116, Hiam.Nel, Mam.Ne2, Hzm Ne3,
Ham. Ned
LP-002002-250116, Change Nel, Change Ne2,

Change Ne3, Change Ned
I[IpoussoacTBO roToRO# nekapcTenHol Gopmel / [AO «Padapmay, Poccus
Finished dosage form manufacturing JSC Rafarma, Russia

Anpec / AO «Padapman, Poceus, 399540,
JIuneukas o6n., TepByHckuit paiton, nocenexue
Tep6ynckuii c/c, c. Tepbynel, yin.Jopoxhas, 6A

Address: Rafarma JSC, Russia, 399540, Lipetsk- ..
Region, Terbunsky Municipal Distrigt, Rural i/ .




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

[lepBuunas ynaxosxka /
Primary packaging

AO «Padapma», Poccus
JSC Rafarma, Russia

Anpec / AO «Padapmay, Pocens, 399540,
JIuneuxasn o6, TepGyHekuit paioH, nocenenue
Tepbynckwii c/c, ¢ TepBynsi, yadoposknas, 1.6A

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

Bropuunas ynakoska /
Sccondary packaging

AQ «Padapman, Poceus
JSC Rafarma, Russia

Anpec / AO «Padapmanr, Poccus, 399540,
Jluneuxas o61., TepBywckuii paioH, nocenenue
TepGymnerwii ¢/c, ¢ TepGyHsr, yn.Jopoxknas, 1.6A

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

Beinyckarouuii KOHTPOJIL KayecTna /
Quality Control

AO «Padapman, Poccus
JSC Rafarma, Russia

Azpec / AO «Padapmay, Pocens, 399540,
JInneuxas o6n., TepGynekuii paioH, roceneHne
TepBynckuii ¢/c, ¢. TepGynsl, viJopoxknasg, n.6A

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

API batch number

Haieanue AQC / Uedrpuakcon Hatpus

API name Ceftriaxone Sodium

[pouseoaurens ADC / /Kyxait [Onaitrex Jlabopatopus Ko., Jitn, Kurai
API manufacturer Juhai United Laboratories Co., Ltd., China
Homep cepun ADC /

3052103048

Hactosmum noarsepsknaro, uro nannas cepusi Obl1a pousse iena U TIPOKOHTPOJIHPOBAHA B COOTBETCTRHI
¢ aefictryomnmu Hpasunamu Hagnesxameit HPOH3BOACTBEHHOH NpakTukk Poceutickoit Menepauun u
cneuuprKauuaMu

TpeBoraHHAMH  PerucTpaumonsoro
3aperucTPHPOBAHHOrO NPOAYKTA.

Jocee, a

HoKkyMenTsI 110 niponssocTBY (npuvenuMEIM cTanusIM) U KOHTPOJIIO KauecTBa MpoBepeHs] U 0406peHEI.
Jlrobere  oTKNOHEHMs pacciemoBanbl B COOTBETCTBHH C BHYTPEHHMMH MpoLeIypaMH H 0100peHbI

Y OnHOMOYEeHHBIMK oM /

[ hereby confirm that this batch was

TaKXKE B  COOTBETCTBUMH  CO

produced and controlled in accordance with the current

Rules of Good Manufacturing Practice of the Russian F ederation 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
Qualified Person,

Cwosin JILM. / Smovan L.I.

in accordance with internal procedure

Hprkas M3 Ne324 01 27.05.2021 r.,
(Ynonuomouennoe nuito/ Qualified Person)

Hassanne komnanum/ Company name

AO “Padapmar / JSC Rafarma




