PADAPMA

AKIIHOHEPHOE OBUIECTBO «PAG®APMA»

Otzen KOHTpOJIs KavecTra

399540, JTuneyxan o6racme,

IIACIIOPT Ne 851 o1 26.10.2021 r.

Tepbyncwuii paiion, c. Tepbynui, yn. Hopoocnas, ¢. 64,
Tenegon +7 (47474) 2-16-72

INPOOYKT OED®PTPUAKCOH
JEKAPCTBEHHAS ®OPMA 1 TOPOWIOK A5l NPHIOTOB/IEHHA PACcTBOpPA 418 BHYTPHBEHHOTrO
DOPMA BBIITYCKA H BHYTPUMBIIIEYHOro BBegenus 1,0 r N1
DUPMA U3rOTOBUTEJD AO «Padapwman, Poccus
YIIAKOBAHO AQ «Pabapman, Poccus
HOMEP CEPUH 1591021
OBBEM CEPUH 30287 yn.
ATA U3IOTOBJIEHMS 10.2021 r.
I'OJEH 00 31.10.2023 r.
CPOK I'OOHOCTH 2 ropga
YCJOBHS XPAHEHUS B sammimentom ot ceeta MecTe [IpH TeMIIEpaType He Beinte 25 °C
PETHCTPALIHOHHOE JI1-002002 ot 18.02.2013 r~,
YIOCTOBEPEHUE (Aata BHECEHUS M3MeHenuit B PY JITT-002002 09.04.2018r.)
AHAJIN3BI TPOBEAEHDI no OCIT JI1-002002-250116, Fam. Ne 1, Ham. Ne 2, F3Mm. Ne 3, Usm. Ne 4
HanM&HOBaHf . Tpe6oparus HJI Pesynbratsr amanusa
noKasareiei
Kpucranmiueckuit nopowok 6esoro Hau Kpucrammueckuit nopowoxk nourn
OIIHCAHHNE 1o4TH Ge/I0ro UBETa C KeITOBATHIM femoro usera ¢ xenToBaTeIM
OTTEHKOM. OTTEHKOM.
Hegrpnaxcon: Bpems YACPHKUBAHUS
OCHOBHOTO ITHKa Ha XpoMaTorpamMme
HCIIBITYEMOrO pacTBOpa JOKHO
COOTBCTCTBOBATH BPEMEHH YA€ PHCHBAHHSA CooreetcTByeT
NOJUIMHHOCTE OCHOBHOI'O MHKa Ha XpoMaTorpamme
PacTBOpa CTaHIApTHOro o6pasua (CO)
ued)TPHAKCOHA HaTpHs
Harpuii: Oxpamwmsanre mameny s CooTseTcTByeT
HEJITBIH UBeT
BPEMSI PACTBOPEHHS | He 6onee 2 MHH 1,3 Mmuy
Or1,0737rpmo 1,3123 ¢ 1.1920 r
OAHOPOJHOCTD (1,1930 r + 10 %) Or 1,1710 1 (-2 %)
MACCBI 18/20 dmaxoHoB - He Gosee + 10 % 1 ’2040 +1%)
2/20 pnakoHoB - He Gosee + 20 % Ao & r{Hl %
ITPO3PAYHOCTD 1,2 % pactBop npenapata B Bone noKen
PACTBOPA 6bITE IPO3paYHEBIM Cootserorsyer
OBETHOCTH 1,2 % pacrsop npenapata B Bope nomken BrigepxxuBaer cpasnenue ¢
PACTBOPA BEIICPKHBATE CPaBHEHHE C STAIOHOM Ys 3TaJIOHOM Ys
HIH BYs
pH PACTBOPA Ot 6,0 110 8,0 (12 % pacreop npenapata B 6.6
BOZE) !
Braumere
MEXAHHYECKHUE B coorsercTBuu ¢ TpeGoBanmaMu CooTBeTcTBYET
BKJIOYEHI ST ['® PO, ODC.1.4.2.0005.18
Hesnpamuie :
Yactuust > 10 MM — e Gonee 6000 Ha Y 5/
(raxoH; 90/
2 25 MxM — He Gosnee 600 Ha duakon 147




VIEJIBHOE

Ot -155°no -170 ° B nepecuete Ha

(]
BPAUIEHUE 0e3B0HOE BEUIECTBO .
OCTATOYHBIE
OPFTAHUYECKUE Aueron — He Gosee 0,5 %; He obnapy»xeno
PACTBOPUTEJIN
POACTBEHHLIE Jlio6as epuunyHas npumecs —ne Gonee 1,0 %; 0,4 %
INMPHUMECH cymMma rnipumMeceii — e Gonee 4,0 % 0,4 %
TPHITHIAMHUH He Goitee 0,05 % He oBnapyxceno
BOJA O18,01011,0% 8,4 %
ggﬁgﬁ%ﬁ%ﬁﬁgﬂi He Gonee 0,05 E3/Mr uedrpnakcona Menee 0,011 ED/mr
?ggg{?‘ﬁ?g é’fb IIpenapat nomxeH GbITE HETOKCHYHEBIM Herokcuyen
CTEPHJIBHOCTE Ipenapar pomxeH ObITE CTepUIBHBIM Crepunen
AV < 15,0 (n=10), ecan YCIIOBHE He
BBINOJIHAETCA, TO: AV < 15,0 (n=30)
OJHOPOJHOCTH KOJTMHECTREHHOE COASPIKAHUE AV=23
JAO3UPOBAHU S CisHieNsO783 (uedrpuakcona) B kaskmom n=10
{rakone I0/DKHO HAXOAHTLCA B HHTEpBaJe
or 0,75 M g0 1,25M
Ot 880 10 973 mxr/mr CisH;sNs0-S;
il o e i ) ke
gg‘gg IIEI:E ;ggEgHOE OPraHHYecKHX pacTBOpHTENEH BElECTRBO
A Ot 95% no 105 % uedrpuakcona
(C1sHi1sNs04S;) (ot 3asenennoro 100 %
KOJTHYECTBA) B OAHOM (hJ1aKoHE
Io 1,1930 r (cooteetcTryet 1,0000 r [lo 1,1930 r (cootserctryet 1,0000 1
uetTpHakcoHa) npenapata Bo IaKoHsI Le(TpHaKcoHa) npenapara po
BecuseTHOro HelTpansHOro crekaa T I naxons! GecupeTHOro HeHTpaNBLHOTG
BMECTUMOCTEIO 10 M1, yKynopeHHEbIe crexna tHn I BMectuMocThio 10 M,
PE3HHOBLIMH TIpobKaMH M 06xaTkIe YKYTOPEHHBIE PE3UHOBBIMU NTpobGxamMu
YIIAKOBKA aJIIOMHHHEBBIMH KOJITauKaMH, 1 00XKAaTEIE ATIOMHHHEBBIMH
CHaOIKEHHBIMH IACTMACCOBBIMH KONna4yKamH, cHaGKeHHBIMH
KPBIILIKAMH. NMaCTMACCOBBIMH KPLIIUKAMH.
1 nakon BMecTe ¢ uCTpYKUMEH IO 1 dnaxon Bvecte ¢ MHCTpyKLMEH
MPUMEHEHHIO MOMEIAIOT B NaYKy H3 TNIO NPHMEHEHHIO TIOMELIIEH B
KapTOHa. NaYqyKy H3 KapToHa,
Ha atuketxe dnakona ykassizaior Ha sruxerke (rakona yxazano:
HaMMEHOBAHHE NPOU3BOAHTENS H €10 HAHMEHOBAHHE ITPOH3BOAMTENS H €ro
TOBAPHBIi 3HaK; TOPrOBOE HAUMEHOBAHHE TOBapHBIA 3HaK; TOProeoe
Npenapata; JIeKapcTBCHHY0 hopMy; HaHMEHOBAaHHeE Npenapars;
NO3UPOBKY; COCTAB Ha OJMH (hJaKoH; NeKapcTBEHHAs opMa; 103HpPOBKa;
«CTepuneHO»; HOMep cepHH; CpoK COCTAB Ha OJHH (pNaKoH;
FOMHOCTH; hapMaKo; KOJ MakeTa; «CTepuibHOY»; HOMEp CepHH; CPOK
TEXHHHYECKHE METKH UM Ge3 TeXHHYECKHX | FORHOCTH; PapMaxof; kox MaKera;
METOK. TEXHHYECKHE METKH.
MAPKUPOBKA Ha nauxe ykaseisator Toprosoe Ha nauke ykasano: Toproeoe

HAaUMEHOBAHHKE Mpenapara; IEKapCTBEHHYIO
(hopMy; 103MpOBKy; KOIMYECTBO (TaKoHOB
B ynakoske; «CTepuiibHO»; COCTAB Ha 011N
pnakoH; «[IpUMENATH N0 HASHAYEHHIO
Bpauay; yCloBHsA XPaHEHMS; « X PaHHTb B
HEJIOCTYIHOM /I JIeTell MecTen; yCIoBus
otmycka; «Criocof npuMeHeHus: oM.,
HHCTPYKLMIO [0 TIPUMEHEHMION; HOME
PETUCTPALMOHHOTO YIOCTOBEPEHHS;

HauMeHOoBaHHe TIPOH3BOJHTENIA H

HaHMeHOBaHHe Npenapara;
NIeKapcTBEHHAA HOpMa; H03MPOBKA;
KOJIMYECTBO (DIAKOHOB B YIIAKOBKE;
«CTepuibHO»; COCTAR HA OAUH
bnaxon; «[IpuMeHsTs N0 HAsHAYCHHIO
Bpa4ay; yCNOBUS XpaHEHHH, i,
«XpaHUTb B HEAOCTYIHOM 1 7 metelic]
MecTen; yenoBus oTnyeka; «Crocoo 4
NpHMEHEHUs: cm.fﬂﬁéﬁ'pykumg P \2dh

HPHMEHEHHION; HOMep =




HOPHAMHECKOrO JIHLa, Ha UMA KOTOpOro PErHcTpallHOHHOr 0 YAOCTOBEpEeHHA,

BbLIaHO PY, ero ToBapHsIif 3HaK, aapec, HAHUMEHOBAIHE [IPOU3BOIMTENS H
Teneon 1 (ake; HoMep ceprn; naty IOPHIMYECKOro LA, HA HMA
W3TOTOBNCHHUS; CPOK rOAHOCTH; WITPHX-KOM; | KOToporo Buiao PY, ero TORAPHEIH
¢apmakon; Kon makera. 3HaK, anpec, TeneoH u axc; Homep
Homyckaetcs ykaseiBaTh KOHTPOAbHbIHA CEpHH, laTa U3TOTOBJICHHS; CPOK
nieHTHduKaumonHeii 3uak (KH3), a Takoke FONHOCTH; WTPHX-KOA; apMaKkox;
HH(OPMALIHIO, KOTOPYIO conepaxur K3, KO MaKerTa.

YKasaH KOHTPONIBHBIiT
HIEHTHOUKaLMOHHbIH 3Hak (KH3), a
TaKke HHAOPMALHS, KOTOPYIO
conepint KH3.

3AKIIOYEHMUE: npenapar «lledrpunakcon, nopomox ans NPHIOTOBJICHHUSA PACTBODPA A8 BHYTPHBEHHOTO H
BHYTpHMBIMIeYHOro BBefenns 1,0 r N1», cepun 1591021, NIPOH3BCACHHBIA U YIaKoBaHHBIH AQ «Padapman,

Poccus coorserersyer tpeGosanuam JITT-002002-2501 16, M3m. Ne 1, Mam. Ne 2, Hism, Ne 3, Mam. Ne 4 i TIPHIOJIeH
A7 Mcnosib3oBaHus o 31.10.2023 r,
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PADAPMA

AKINUOHEPHOE OBHIECTBO «PADPAPMA»
Otaen ofecnedeHns KayecTra

JTnuensus/ License No

00119 ~ JIC ot 21.

12.2020

Paspemenne na spmyck JIII Ne 851
(8 cootBeTeTenu ¢ Tpunoxkenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haseanue nponykra / HedTpuakcon
Name of the product Ceftriaxone
MHH / Ledrpuakcon
INN Ceftriaxone

Jlexapcrsennas gpopma /
Pharmaceutical form

TIlopowox jjis npuroToBneHus pacTBopa ang
BHYTPHBEHHOTO M BHYTPHMEIWIEYHOIO BEEIEHUS
Powder for preparation of solution for intravenous
and intramuscular administration

Hosuposka /
Dosage strength

1,0r
1.0g

Tun ynaxosku /
Package type

®naxox 1,1930 r (1) ¢ nucTpykume#t o NPHMEHEHHIO
B Ma4yke KapTOHHOH

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

Homep cepun / 1591021

Batch number

Hara niponseonctra / 10.2021

Date of manufacture

Cpok rognoctu / Togen no 31:10.2023
Expiry date

Pasmep cepumu / 39 287 ynaxosok
Batch size 39 287 packages
Ctpana HasHaueHus / Poccus
Destination country Russia

Perucrpaunonnoe YHOCTOBEpEHHE /
Marketing authorization

JITT-002002 ot 18.02.2013 (nara BHeceHHus
u3Menenuit 8 PV JIT1-002002 09.04.201 8)
LP-002002 dated 18.02.2013 (date of amendments to
RU LP-002002 09.04.2018)

Haumenosanue nepixarens PECHCTPAIHOHHONO
yIocToBepenus/
Name of the marketing authorization holder

AO «Padapman, Poccus
JSC Rafarma, Russia

Hopmarumerii nokymenr /
Normative document

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

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

[IponseoacTeo roToeoii nekaperaenrHol dopmer /
Finished dosage form manufacturing

AO «Padapmay, Poccus
JSC Rafarma, Russia

Anpec/ AO «Padapman, Poccus, 399540,
Jlunenxas o6n., Tep6yrckuit paiton, nocenenue
TepByncxknit c/c, c. Tepbyner, yi. JoposkHas, 6A

Address: Rafarma JSC, Russia, 399540, Lipetsk ..
Region, Terbunsky Municipal District, Rural 7" """




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

[lepBuunas ynaxonxka /
Primary packaging

AO «Padrapman, Poccus
JSC Rafarma, Russia

Axpec/ AO «Paapmar, Poccns, 399540.
Juneukas o6n., TepGyrckuii paiton, nocenenue
TepSynckuii ¢/c, ¢. TepGypi, yn.Jlopoxknas, 1.6A

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

Bropuunas ynakosxa /
Secondary packaging

AO «Padapman, Poccus
JSC Rafarma, Russia

Anpec / AO «Pacdapmar, Poccus. 399540,
Juneuxas ofin., TepByHckuii paiioH, noceneHue
Tepbywekuii ¢/c, ¢. Tepytbi, viloposknasn, 1.6A

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

Beimyckaomuii kontpons kavecrsa /
Quality Control

AO «Padapman, Pocens
JSC Rafarma, Russia

Anpec / AO «Paapman, Poccus, 399540,
Juneuxas o6.. TepByHekuii paiioH, nocenexue
TepSynckuii ¢/c, ¢. TepbyHi, yi.Jdoposxknan, 1.6A

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

Hazeganue ADC /
API name

Lledrprakcon natpus
Ceftriaxone Sodium

[IpouzBonmrens ADC /
API manufacturer

Kyxait I0uaiiren JlaGoparopns Ko., Jtn, Kurait
Juhai United Laboratories Co., Ltd., China

Homep cepun APC /
API batch number

3052103050

HaCTOHLLLHM HOHTBep)K,IIaPO, YTO AaHHas Cepus [SHE MMPOU3BEAEHa U ﬂpOKOHTpOJIHpOBaE-!El B COOTBETCTBHH
¢ nedictyiowmnmu [pasunamu Hamrexanie NIPOU3BOACTBEHHON npakTHKy Poccuiickoit Denepaumn u
crielnburaumamm

TpeboBanuamu - Peructpaumnounnoro
34PETHCTPHPOBAHHOTO NPOAYKTA.

Aocbe, 4

Hoxymenrsl o MPOM3BOACTBY (MPUMEHHMBIM CTaJMAM) ¥ KOHTPOJIIO KayecTsa NpOBEpeHsl  0200penkl.
B COOTBETCTBHH C BHYTPEHHHMH MPOLEAYPAMH H 0100peHBI

Jliobbie  oTknoHEHMS paccieioBaHbl
Y10NHOMOYE HHBIMU H1IOM /

[ hereby confirm that this batch was

TaksKe B COOTBETCTBHHM  CO

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
Documents for production (applicable stages)
Any deviations are investigated in accordance
Qualified Person.

Cwmosan JLLU. /Smovan L.I.

well as in accordance with the specifications of the registered product.
and quality control are verified and approved.
with internal procedures and approved by the

[pukas M3 NeS524 01 27.05.2021 .
(Ynoanomouennoe nuuo/ Qualified Person)

Haspanne komnannm/ Company name

AQ “Padrapman / JSC Rafarma

G,&% « —é;) L0 2021 r
’\/

«Padhapman

JSC «Rafarmay |34
L1/Stotilg

WAMUHTHROE




