\*

LN
L)

N

PADAPMA

AKIIMOHEPHOE OBLIECTBO «PADAPMA»
OTtnen KOHTpONIA KayecTra

399540, JTuneyxas obaacmy, TepByuckuil paiion, c. TepGyuat, yn. Hopoocrnas, 0. 64,
Teneghon +7 (47474) 2-16-72
TIIACTIOPT N: 849 ot 26.10.2021 r.

INIPOOYKT NEGTPUAKCOH
JEKAPCTBEHHAS ®OPMA A MOPOIIOK /IS NPHIOTOBJIEHHS PACTBOPA /1A BHYTPHBEHHOTO
$OPMA BEIITY CKA H BHYTPHMBIIIEYHOT0 BRenenns 1,0 r N1
PUPMA U3IOTOBHUTEJDL AO «Pacdapmay, Poccus
YITAKOBAHO AO «Padapman, Poccus
HOMEP CEPHH 1571021
OBBEM CEPHH 79 566 ym.
JATA U3TOTOBJEHHS] 10.2021 r,
TOOEH 00 31.10.2023 r.
CPOKT'OIHOCTH 2 roma
YCJOBUS XPAHEHUS B 3amumenHoM OT cBeTa MecTe TpH TeMepaType He Beme 25 °C
PETHCTPALIHOHHOE JII1-002002 or 18.02.2013 .
YJAOCTOBEPEHHE (nata BHecenns usmerenuit B PY JITT-002002 09.04.2018 r.)
AHAJIU3BI TPOBEJEHBI no $CII JIIT-002002-250116, Mam. Ne 1, Ham. Ne 2, Fam. Ne 3, Uam, No 4
Haumenonanne TpeGosanus HJI PesyneTaTe! ananusa
nokasarenei
Kpucrammdeckuit nopowoxk Gesoro win Kpucrammueckui opomok noyTu
OIIHCAHHME no4tH e/IOro LBeTa ¢ KENTOBATEHIM Genoro LBeTa ¢ XKENTOBATHIM
OTTEHKOM. OTTEHKOM,
Hedrpuakcon: Bpemsa ynepxusanns
OCHOBHOrO ITHKa Ha XpoMaTorpamMmme
HCTIBITYEMOT'0 PacTBOpPa JOMCHO
COOTBETCTBOBATE BPEMEHH YIEPKHBAHMUS CooteetcTBYST
NOJJIUNHHOCTH OCHOBHOI'0 IHKA Ha XpOMaTorpaMme
pacTBOpa cTaHAapTHOro o6pasua (CO)
Le(pTPHAKCOHa HATPHA
Hawpnfi: OkxpallHBaHHKe TaMEHH B CooTretctayer
MEJTBIH LBET
BPEMJSI PACTBOPEHHUS | He 6onee 2 mun 1,3 MuH
Or1,0737rmo 1,3123 r 1.1920 r
OJHOPOJHOCTH (1,1930 r £ 10 %) Or 1,1570 r (=3 %)
MACCHI 18/20 dmaxoros - He Gosee = 10 % 1 ’20 60 r (+1 %)
2/20 (naxoHos - He Gonee + 20 % AR T+l %
ITPO3PAYHOCTH 1,2 % pacTBOp npenapara B Bone JOJEKEH
PACTBOPA GBITb IPO3paYHEIM Cootsercrayer
OBETHOCTDH 1,2 % pacTBOp penapara B BoJie NOJDKEH BrliepxHBaeT cpaBHEHHE ©
PACTBOPA BEIISPXKUBATE CPaBHEHHE C 3TAIOHOM Ys 3TaOHOM Y5
i BYs
pH PACTBOPA Ot 6,0 mo 8,0 (12 % pacTeop npenapara B 6.6
BOZE) :
Bugumere
MEXAHUYECKHE B cooTBeTcTBHM ¢ TpeGoBaHUAMHU Coornerc';syiet
BKJIIOYEHUS I'® PO, ODC.1.4.2.0005.18 ey
HeBugamere
Yactuuer > 10 mMxM — He Gonee 6000 Ha HelN ey
dnaxon; 207 - (1
2 25 MkM — He Gonee 600 Ha dakoH W\ o enet




Ot -155 ° mo -170 ° B nepecuere Ha

YIEJIbHOE -155°
BPAHIEHUE Ge3B0oIHOE BEILECTBO
OCTATOYHBIE
OPTAHHUYECKHE Aueton — He Gonee 0,5 %; He ofHapyxeHo
PACTBOPUTEJHN
POJICTBEHHBLIE UTio6as equHUuHas npaMect —He Gonee 1,0 %; 0,5%
IIPUMECH cymMMa npuMeceii — He 6onee 4,0 % 0,5%
TPU3THJIAMUH He 6onee 0,05 % He o6napyxeHo
BOJIA O180m011,0% 8.3 %
gﬁﬁgﬁ%@%ﬁﬁ?ﬂz He Gonee 0,05 E3/mMr uedrpuakcoHa Menee 0,011 ED/mr
?gggqﬁ[?ggfb [penapar aoskeH ObITh HETOKCHYHEIM HetokcuueH
CTEPHJIBHOCTD ITpenapat Ho/keH ObITE CTEPHUIIBHEIM CrepuneH
AV =£15,0 (n=10), ecnu ycioBHe He
BBINOJHAETCH, To: AV < 15,0 (n=30)
OJHOPOAHOCTD KOJIMUECTBEHHOE CONEpIKaHHE AV =35
JO3UPOBAHHA CisH1sNzO783 (uetprprarcoHa) B kaxaoM n=10
' (iakoHe OMKHO HAXOAHTBCA B HHTEpBATC
ot 0,75 M no 1,25M
Ot 880 pi {¢] 973 Mxr/mr stH[stO7Sa
Gorsontos n casGortuos ot ceraronmax el
ﬁg‘gg HEI:L‘ J(I:ggggHOE OpraHM4YecKUX PacTBOPUTEAEH BEIIECTBO
A Ot 95% a0 105 % uedrpuakcona
(C1sH1eNg07S3) (ot 3asBNeHHOr0O 101 %
KOJIH4ECTBA) B OAHOM (hJIaKOHE
ITo 1,1930 r (cooTeerctryeT 1,0000 r ITo 1,1930 r (cooteercTByet 1,0000 r
ue()TpHAKCOHA) Npenapara Bo (IakoHEl ueTpHAKCOHA) NpenapaTa Bo
OecLiBeTHOro HEHTPAIBHOTO CTEKIa TH | (raxoHe DeCLBETHOrO HEHTPAIBHOTO
BMecTHMOCTEIO 10 MA, YKyTIOpeHHbIE crexkna Tun [ BMecTHMOCTEI0 10 M,
PE3WHOBLIMH TIpo6GKaMu U 00KaThIe YKYTIOpeHHbIE PE3MHOBEIMH IpobKamu
YITAKOBKA ATIOMHHWEBBIMH KONMAYKaMH, 1 obKaTeIe ATFOMUHHEBBIMH
CHab)XeHHBIMH I171aCTMACCOBBIMH KONnayKkamH, CHa0KeHHBIMH
KPBILLIKAMH. MIaCTMaCCOBEIMM KPEILIKAMH.
| daxoH BMeCTe ¢ MHCTpYKLIHEH 1O 1 dnaxon BMecTe ¢ HHeTpyKLMeit
NPHUMEHEHHIO MOMELUAIOT B NayKy U3 M0 [IPUMEHEHHIO OMEIIEH B
KapToHa. NayKky M3 KapTOoHa.
Ha sTHreTke akoHa yKasblBaioT Ha stukerke tuakoHa ykasaHo:
HAUMEHOBAHHE MPOUZBOJHTENS H €ro HaUMEHOBAaHHE NPOM3BOAUTENS U ero
TOBApHbIH 3HAK; TOProBOe HAUMEHORaHUE TOBAPHEIH 3HAK; TOProBoe
rnpernapara; neKapcTBeHHy10 Gopmy; HaKHMeHOBaHHE TIpernapara;
JA03HPOBKY; COCTAB Ha O JHH (b.naxo:—:; JIEKapCTBEHHAA Cl)OpM&; HO3MPOBKa,
«CTEpUIEHOY; HOME] CepHH; CPOK COCTAB Ha O1MH GNaKoH;
roIHOCTH; dhapMaKo; KoJ MaKeTa; «CTepHIBEHOY; HOMED CEPHH; CPOK
TeXHUYECKHE METKH HNK Oe3 TEXHUYEeCKHX | FOJHOCTH; hapMaKol; Ko MaKeTa;
METOK. TEXHHYECKHE METKH.
MAPKHPOBKA Ha nauke yxa3sbIBaioT TOproBoe Ha nauxe yxazaHo: Toprosoe

HalMeHOBaHKe NpenapaTa; JeKapeTBEHHYIO
(hopMy; J0OZHPOBKY; KOMTHYECTBO (QIaKOHOB
B ynakoBke; «CTepuIIbHO»; COCTAB HA OIMH
hnaxoH; «[IpHMEHATE 10 HA3HAYEHHIO
Bpauay; YCI0BHA XpaHeHus; « X paHuTe B
HEINOCTYITHOM Nnd ,E[eTGﬁ MECTEY, YCIIOBUA
ornycka; «Crioco® npHMEeHeHHA: cM.
HHCTPYKUHIO N0 NPHMEHEHHIOY, HOMER
PETUCTPALTMOHHOIO YIOCTOBEPEHHA,
HaHMCHOBAHHE IMPOM3BOJKUTENS H

HalMeHOBaHHe Tpenapara;
nexapcTBeHHas (opma; J03MpOBKa;
KOJTM4eCTBO ()JIaKOHOB B YITAKOBKE;
«CTepUnBHOY»; COCTAB Ha OMH
(hnakon; «lIpumMe s THTIo- RﬂS}ia‘!ﬁHMio
Bpayay; ycloBAs: appaﬂe 1
«XpaHuTL B }}e TTHOM ,u,nﬂf Il{’;&l{l
MecTe; yCHIGRuA: mnyc:cah«{;mcbﬁ
npmmeﬂeﬂng}mm.mﬁo

npnmenenm@ﬁj\ﬂwcp rafarmae’ =g




KOPHIKWYECKOTO /M@, HA HMA KOTOpPOro
BblaHo PY, ero ToBapHbIH 3HaK, ajpec,
tenedoH M (akc; HOMEP CEpHH; AATY
M3TrOTOBJIEHHA; CPOK FOAHOCTH; IITPHX-KOZ;
dapMako; KO MakeTa,

JlomyckaeTes yKasblBATb KOHTPOJIBHBIA
uaeHTH(gurkanronasi sHak (KM3), a Taroke
HH(opMaLHIo, KoTopyto conep:kuT KHU3.

PErHCTPAIMOHHOTO YI0CTOBEPEHHS,
HauMEHOBAHHE NPOH3BOIMUTENS U
IOpHIWYECKOro KA, Ha HM3
KoToporo BeiiaHo PV, ero ToBapHeif
3HaK, ajipec, TeaedoH u dakc; Homep
CCpHH; aTa H3IrOTOBJICHHA, CPOK
FOJIHOCTH, WITPHX-KOM; (hapMakos;
KO MaKeTa.

YKazaH KOHTPOJIbHbIH
upeHTHduKaHoHHbIH 3HaKk (KM3), a
TaKke HHHOPMALINS, KOTOPYIO
conepxut KH3,

JAKJIIOYEHME: npenapar «l{edgrpuakcon, nopomor AJIs NPUroTOB/IEHHs PACTBOPA AJIsi BHYTPHBEHHOTO H
BHYTpHMBIeuHoro BBegenus 1,0 r N1», cepun 1571021, npoussenentsiii 4 ynakosaHubiil AO «Padapmar,
Poccusn coorsercrsyer Tpedosanuam JII1-002002-250116, Mam. Ne 1, Mam. Ne 2, Mam. Ne 3, Mam. Ne 4 u npuronex

Ui Mcronb3oBanus 10 31.10.2023 r,

Havaabunk OKK
AO «Padapmar»

PAQAPRA

N 621

MACOPTOB s 11y




PAGAPMA

AKIMAOHEPHOE OBINECTBO «PA®APMA»
Otnen ofecrieue U Ka4ecTBA

Jluuenzus/ License Ne 00119 _JIC o1 21.12.2020

Paspemenne na seimyck JIIT Ne 849
(8 coorBeTcTBHH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanwue nponyxra / Lledrpuaxcon
Name of the product Ceftriaxone
MHH / LedTpuarcon
INN Ceftriaxone

JlexapcTBenHas ¢opma /
Pharmaceutical form

[Topowok ans NpUroTOBNEKHs PacTBOpa A/
BHYTPUBEHHOTO M BHYTPUMBILUEHHOIO BBEASHMUS
Powder for preparation of solution for intravenous
and intramuscular administration

Hosuposka /
Dosage strength

1,0r
1,0g

Tum ynakosku /

®naxon 1,1930 r (1) ¢ MHCTpYKUKEH 110 IPUMEHEHHIO

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

Homep cepun / 1571021

Batch number

Iara npoussoactea / 10.2021

Date of manufacture

Cpok rogHocty / TozeH 1o 31.10.2023

Expiry date

Paamep cepuu / 79 566 ynakosox

Batch size 79 566 packages

Crpana HazHauenus / Poccus

Destination country Russia

Peructpauunonnoe yaoctosepenue /
Marketing authorization

JITI-002002 ot 18.02.2013 (narta BHecenus
usmerennii B PY JIIT-002002 09.04.2018)
LP-002002 dated 18.02.2013 (date of amendments to
RU LP-002002 09.04.2018)

HaumeHoBanye nepkaTens perueTpaLHOHHOTO
ynocropepenus/
Name of the marketing authorization holder

AO «Pactapmar, Poccus
JSC Rafarma, Russia

HopmaTueHbif gokyment /
Normative document

JIT1-002002-250116, M3m.Nel, M3m.Ne2, Mam Ne3,
H3m.Ned

LP-002002-250116, Change Nel, Change Ne2,
Change Ne3, Change Ne4

ITpon3BOCTEO FOTOBO IEKAPCTBEHHOH oMb /
Finished dosage form manufacturing

AQ «Padapmax», Poccus
JSC Rafarma, Russia

Anpec / AO «Padapwmay, Pocens, 399540,
Jluneuxas o6, TepByHckuii paiion, nocenexue
Tepbynckuii c/c, c.Tepbynsl, yir. lopoxknas, 6A

Address: Rafarma JSC, Russia, 399540, 1) W
Region, Terbunsky Municipal Dlstrm,t' f&’ifhal KYM




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

[lepBuunas ynakopka /
Primary packaging

AQ «Padapman, Poccus
JSC Rafarma, Russia

Agapec / AO «Padapman, Pocens, 399540,
Jluneuxas o6:1., TepGynckuit pation, nocenenne
TepGynckwii c/c, ¢. TepSynst, yi. Jopoxkuas, 1.6A

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

Bropnunas ynakoska /
Secondary packaging

AO «Padapmar, Poccus
JSC Rafarma, Russia

Axpec / AO «Padapmar, Poceus, 399540,
Jlunenkas 06n1., TepGyHckuii pation, nocenenne
Tepbynckuit c/c, ¢. TepGynbi, v Jloposxnas, 1.6A

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

Brinyckaromuii KoHTpons KadecTsa /
Quality Control

AO «Padapmay, Poccus
JSC Rafarma, Russia

Aunpec / AO «Padapmar, Pocens, 399540,
Jluneuxas o6n., Tepbynckuii paioH, nocenenne
TepSynckuii c/e, ¢. TepByHbi, yitJopoxkHas, 1.6A

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

Hazganue ADGC /
API name

Hedrpuakcon narpus
Ceftriaxone Sodium

[Tpouzsoaurens ADC /
API manufacturer

Kyxait Onaiiten Jlaboparopns Ko., JIta, Kuraii
Juhai United Laboratories Co., Ltd., China

Homep cepun ADC /
API batch number

3052103050

Hactosugm noarsepsxaato, 4to nannas cepus ObL1a NPOH3BEIEHA MPOKOHTPO/IMPOBAHA B COOTBETCTBHH
¢ neficreytowmmu [paeunamu Hagneskaueii MPOM3BOACTBEHHOH npaktuikH Poccuiickoil Qenepauun u
crietHdUKalamm

TpeGosannsimu  Peructpaunonnoro Jocke, a
3aPerHCTPHPOBAHHOTO MPOIYKTA.

JIOKYMEHTLI 110 IPOM3BOACTBY (ITPHMEHUMBIM CTAAMAM) H KOHTPOJTIO KaYecTBa NPoBepeHsl 1 0/100peHsl.
JlioGble OTKIOHCHHS pacciefoBaHLI B COOTBOTCTBHM BHYTPEHHMMH 1IpOLEypaMH M 0706peHsl

Y nonHOMO4Ye HHBIMU JHLoM /

I hereby confirm that this batch was

TAKKE B COOTBETCTBUH 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 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.

Cvosin JILH. / Smovan L.I.

«"c-; é:» <O

2021 r

lpukas M3 NoS24 o1 27.05.2021 .
(Ynonnomouennoe nuuo/ Qualified Person)

Ha3panue komnanmuu/ Company name

AO “Pacapmar / JSC Rafarma

(2
V .




