;?A;I'MA
AKIIHOHEPHOE OBIIECTBO «PADPAPMA» -
Otnen KOHTPOJIA Ka4ecTBa 77

399540, Juneyran obnacmy, Tepbyncruil pailon, ¢. Tep@ynei, yn. Jopoxcuas, 0. GA,
Tenegpon +7 (47474) 2-16-72
HACITIOPT Ne 736 ot 30.09.2021 r.

IIPOAYKT HNE®PTPHAKCOH
JIEKAPCTBEHHAS ®OPMA H MOPOLIOK AJIS NIPHTOTOBJCHHS PACTBOPA At BHYTPHBEHHOTO
DOPMA BBIITYCKA H BHYTpHMBIleynoro seenenus 1,0 r N1
DOUPMA M3I'OTOBHTEJIL AQO «Padapman, Poccus
YITAKOBAHO AQ «Padapman, Poccus
HOMEP CEPHHA 1420921
OBFBEM CEPHH 87 935 ym.
JATA U3TOTOBJIEHUSI 09.2021 r.
I'OJEH OO 30.09.2023 r.
CPOKTOIJHOCTH 2 rona
YCJIOBHA XPAHEHMSL B 3amuineHHOM OT CBETa MECTe IIpH TeMmnepaType He Bbiue 25 °C
PETHCTPAITAOHHOE JI1-002002 or 18.02.2013 r.
YAOCTOBEPEHHE (nata BHeceHHs H3MeHeHH B PY JIT1-002002 09.04.2018 r.)
AHAJIA3BI DPOBEIEHBI no ®CII JII1-002002-250116, Mam. Ne 1, Fam. Ne 2, Mam. Ne 3, Ham. Ne 4
Hanmeuonn:{ i Tpedosanus HIT, PesynbTaThl aHANH3A
moxasarteneii
Kpucrannueckuii nopotok Genoro wiu Kpucrannuueckuit MOPOMIOK NOYTH
OIMMCAHHUE rouTH GeNoro HBeTa ¢ 3KeNTOBAThIM Besoro LigeTa ¢ JKEeNnToBaThIM
OTTEHKOM. OTTEHKOM.
Hedrprakcon: Bpems yaepxusanus
OCHOBHOTO MMHKA Ha XpPOMaTOrpaMMe
HCIIBITYEMOTO PACTBOPA AOIHKHO
COOTBETCTBOBATH BPEMEHH YICPHKHUBAHHA CooreercTByeT
NONJMHHOCTD OCHOBHOTO [THKa Ha XpOMaTorpamMmMe
. pacTeopa craHaapTHoro obpazua (CO)
uedTpHaKCOHA HATPHS
Ha'rpnf“{: OxpamnBaHue IWIaMeHH B CooTsercTayeT
JKEJTHIA UBeT
BPEMS PACTBOPEHMS | He Gonee 2 MuH 1,4 MuH
OT 1,0737 r oo 1,3123 1 1 1880 r
OJHOPOXHOCTH (1,1930 r+ 10 %) Or 1.1t o
. T 1,1640 r (-2 %)
MACCBI 18/20 gnaxonos - He Gonee + 10 % "
2/20 dbnaxoHoB - He Gonee + 20 % zo 1,2300r (+4 %)
ITPO3PAYHOCTH 1,2 % pacTBOp npenaparta B BojE AOJKEH
PACTBOPA OBITE IIPO3paYHBEIM Cooreercreyer
IIBETHOCTH 1,2 % pacTBOp npenapara B BOJE NOJDKEH BrigepxuBaer cparHeHUE C
PACTBOPA BEIICDXKHBATE CPABHEHHE C ITATIOHOM Y's STAIOHOM Y's
. unu BY's
pH PACTBOPA Ot 6,0 no 8,0 (12 % pacteop npenapara B 6.6
BOZE) ’
Buaumbie
MEXAHUYECKHE B cooTBercTBHM ¢ TpeOoBaHHAMU CooteercTBYET
BKJIIOYEHHTS I'd PO, ODC.1.4.2.0005.18
Hesupnmeie
Yactuupl > 10 MM — He 6onee 6000 ua
¢dnakox;
> 25 mxM — He Gonee 600 Ha pnakon




VIEJIBHOE Ot -155° no -170 ° B nepecyeTe Ha _160°
BPAILEHUE 0e3B0JHOE BEUIECTBO
OCTATOYHEIE
OPTAHUYECKHWE AueroH — He 6onee 0,5 %0; 0,03 %
PACTBOPHTEJI
POJCTBEHHBIE Tiobas enuHuuHan ipuMeck —He 6omee 1,0 %; 0,4 %
IIPHMECH cymmMa npumeceii — He Gonee 4,0 % 0,4 %
TP THUIAMHMAH He Gonee 0,05 % He ofHapyxxeHo
BOJA 0Or8,0m011,0% 8,6 %
gﬁgﬁ%ﬁm He 6Gonee 0,05 E3/Mr nepuakcosa Menee 0,011 EQ/Mr
?‘gg(%gg}. ITpenapat JOJKEH ObITH HETOKCHUYHBIM Heroxcugen
CTEPHJILHOCTD IIpenapat A0/DKEH OBITH CTEPHIBHEIM Crepuien
AV <15,0 (n=10), ecnu ycnosue He
BuITTONHAETCS, TO: AV < 15,0 (n=30) u
OHOPOOHOCTD KOJIMYECTBEHHOE COACPHKAHHE AV =064
JO3HPOBABMSL C1sH1sNsO0+S; (uedTprakcoHa) B KOKIOM n=10
(hr1akoHe IOJDKHO HAXOAMTLCS B HHTepBane
or 0,75 M o 1,25M
Ot 880 no 973 mxr/mr CisHisNsO733
fon. Sl i m i e 2t v
g%ﬁggﬁgﬂ S OpPraHHYecKHX PacTBOPUTENIEH BELLECTBO
Ot 95% no 105 % uedrpuakcoHa
(C15H1sN0+S3) (ot 3asBaeHHOTO 100 %
KONHYeCTBa) B OIHOM (u1aKoHe
ITo 1,1930 r (coorserctryer 1,0000 r Ilo 1,1930 r (cootsetctsyer 1,0000 r
neTpHaKCOHA) NperapaTa BO (JIaKOHbI nedTpHaKcoHa) npernapara Bo
fecuBeTHOro HelTpanbHOro cTeKIa T | (raxoHbl 6ECLBETHOTO HEHTPAIBHOTO
BMecTUMOCTEIO 10 MII, YKyIIOpeHHbIe creria tan 1 BMectaMocthio 10 M,
Pe3UHOBEIMH NPOOKaMK U 06KaTHIE YKYTIOpEHHBIE PE3HHOBBIMM NPoOKaMK
YIIAKOBKA AMIOMHHUEBBIMH KOITaYKaAMH, 1 06KaThle aIOMHUHHEBEIMH
cHaO KEHHBIMM IJJACTMACCOBBIMHU KOJINAYKaMH, CHaOXKeHHBIMH
KPBILIKaMH. [L1aCTMACCOBBIMHE KPBIIIKaMH.
1 dnakoH BMECTE ¢ HHCTPYKIHEH 110 1 dnakoH BMECTE C HHCTPYKLMEH
NPUMEHEHHIO [IOMEINAIOT B MayKy U3 [0 NIPHMEHEHHEIO NOMELIEH B
KapTOHa. NayKy W3 KapTOHA.
Ha sTHKETKe (pJlakOHA YKA3EIBAIOT Ha sTHkeTKe durakoHa YKa3aHo;
HayMEHOBaHHWE TIPOM3BOLMTEINA H €T0 HAaHMEHOBAHNE IIPOH3BOIHTENA H €0
TOBapHBIH 3HAK; TOProBOE HAMMCHOBAaHHE | TOBapHBIH 3HAK; TOProBoe
ripenapara; JIeKapCTBEeHHYIO0 hopMy; HaWMEHOBaHHE Nperapara;
NO3HPOBKY; COCTAR Ha OJMH (UIaKOH; nekapeTBeHHad GopMa; 103UPOBKa;
«Crepr/IbHO»; HOMEP CEPHH; CPOK cocTas Ha ofHH GJIaKOH;
FOAHOCTH; (hapMaKo/l; KO MAaKeTa; «CTepuiibHOY; HOMEP CEPHH; CPOK
TeXHUUECKHE METKH WIH 663 TEXHHYECKMX | FOJHOCTH; (papMaKko[; KOJ MaKeTa;
METOK. TEXHHYECKHE METKH.
MAPKHPOBKA Ha nauke yKa3bIBalOT TOProBoe Ha nauke yka3zano: TOproBoe

HA¥MEHOBAHME [1perapara; ISKapCTBEHHYIO
dopMy; KO3UPOBKY; KOTHIECTBO (/IaKOHOB
B ynakoeke; «CTepuIbHOY»; COCTAB Ha OHH
¢nakon; «[IpHMeHATE 10 HA3HAYEHHIO
Bpayay; YCJIOBHSA XpaHeHHs; « XpaHUTh B
HEJNOCTYITHOM IJL IeTeH MECTen; YCIloBHs
otmycka; «Crnocob NpHMEHEHHS: CM.
HHCTPYKLUHMIO 10 IPHUMEHEHHION, HOMep
PEruCTPaliHOHHOrO YAOCTOBEPEHHMS;

HauMEHOBaHHE IIPOHU3BOANWTES 1

HaMMEHOBaHHE MpPEMNapaTa;
JieKapcTBeHHad (opMa; NO3UPOBKa;
KOAMYECTBO (JIAKOHOB B YHaKOBKE;
«CTepHIBEHOY; COCTaB Ha OIHH
¢maxon; «IIpUMEHSTE 1O Ha3HAMCHHIO
Bpauay; yCIOBHAXP: HEHM,
«XpaHHTb BHE [
MECTEN, ymcjﬁm o'rnycxa, «En@coﬁ
npumeﬂeﬁnﬁ oM. nuctgygm;mﬁo

npﬂmeneﬁmo» Homep
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IOPUAHYECKOro JIMia, Ha M3 KOTOpOoro
tenedoH 1 (GaKc; HOMEp CEpHH, HaTy

dapMakoji; Ko MaKeTa.
JlomyckaeTcs yka3blBaTh KOHTPONBHEIH

BbIIaHo PV, ero ToBapHbIH 3HAK, aipec,

PErucTPaLHOHHOIO YIOCTOBEPEHHS,
HaMMEHOBaHUE TIPOM3BOAMTELA H
KOPHIMYECKOro JIULIA, HA HMS

M3FOTOBJICHWS; CPOK TOJHOCTH; IITPHX-KOM; | KOTOPOro Beigano PY, ero TopapHbli

3HaK, ajpec, TenedoH U pakce; HoMep
CepHH; 1aTa H3rOTOBJIEHHK; CPOK

unenTHduKamonHbH snak (KU3), a Taoke | FOAHOCTH; WTPHX-KOA; hapMakos;
HHGOPMAIHIO, KOTOPYIO conepikuT KHU3. KOJl MAKETA.

VYka3aH KOHTPOJbHbIH
unentudukauronHeri 3nak (KM3), a
TaKKe HHPOpMaLHA, KOTOPYIO
copepaut KH3.

3AKJIIOYEHHME: npenapar «IedpTprakcoH, NOPOIIOK A/l NPHIOTOB/IEHHs PaCTBOPA ISl BHYTPHBEHHOIO M
BHYTpuMbBImeunoro seeaenus 1,0 r N1y, cepun 1420921, npoussenennbiii 1 ynakosauuniii AO «Padapmay,
Poccusa coorsererByeT TpeGosanuam JI1-002002-250116, HMam. Ne 1, Mam. Ne 2, Mam. Ne 3, Mam. Ne 4 w1 nipurosieH

IS ucrioap3oBanus 10 30.09.2023 r.

Havanennk OKK {‘) / =5
AO «Padapma» et PO
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PAGAPMA

AKIIMOHEPHOE OBIIECTBO «PAD®APMA»
Ornen obecnedeHns KayecTsa

Juuensus/ License Ne

00119 —JIC o1 21.12.2020

Pazpemenne Ha Beimyck JIIT Ne 736
(B cooTBeTcTBUH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanne nponyxra / edrpuakcon
Name of the product Ceftriaxone
MHH / Ledrprakcon
INN Ceftriaxone

JlexapcTeennas dopma /
Pharmaceutical form

INoporrok A8 NPUroTOBACHHS PACTBOPA JUTS
BHYTPUBEHHOTO W BHYTPHMEIILEYHOTO BBEICHHS
Powder for preparation of solution for intravenous
and intramuscular administration

Hosuposka /
Dosage strength

1,0r
1,0g

Tun ynaxkoskn /

®nakon 1,1930 r (1) c uHeTpyKUMEH IO NPUMEHEHHIO

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

Howmep cepun / 1420921

Batch number

IaTa npousBoncrea / 09.2021

Date of manufacture

Cpox rogHocTH / N'ogeH a0 30.09.2023

Expiry date

Pazmep cepun / 87 935 ynakoBok

Batch size 87 935 packages

CtpaHa HazHaueHus / Poccus

Destination country Russia

PerucTpaunoHHoe yI0CTOBEpEHHE /
Marketing authorization

JIM1-002002 ot 18.02.2013 (nara sHecenus
uamenenuii 8 PY JIT1-002002 09.04.2018)
LP-002002 dated 18.02.2013 (date of amendments to
RU LP-002002 09.04.2018)

HanmMeHoBaHHMe AepiKaTens perieTpaioHHOr0
YAOCTOBEpeHHs/
Name of the marketing authorization holder

AO «Padapmar, Poccus
JSC Rafarma, Russia

HopmaTtuBHblIii 1oKyMeHT /
Normative document

JII1-002002-250116, M3m.Nel, M3m.No2, Fam Ne3,
HMam.Ned
LP-002002-250116, Change Nel, Change Ne2,

Change Ne3, Change No4
[Tpon3ssoacTBo roToRoif Nekapcreernoi hopmel / |AO «Padapman, Poccus
Finished dosage form manufacturing JSC Rafarma, Russia

Anpec / AO «Padapmay, Poccus, 399540,
Jlunenkas o6., TepOyHckuH paiioH, noceneHue
Tepbynckwii c/c, ¢.Tep6yHsl, yi.Jopoxkuas, 6A

Address: Rafarma JSC, Russia, 399540, Lipetsk
Region, Terbunsky Municipal District, Rural _




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

ITepeuyHag ynaxopxa /
Primary packaging

AO «Padapmar, Poceus
JSC Rafarma, Russia

Anpec / AQ «Padapman, Pocens, 399540,
Jluneuxasn o6n., TepOyuckuii paiion, nocenenue
TepOyneruii ¢/c, ¢. TepBynsl, yn. Jloposkuas. 1.6A

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

Bropuunas ynakoska /
Secondary packaging

AQO «Padapmay, Poccus
JSC Rafarma, Russia

Aapec / AO «Padapman, Pocens, 399540,
Jluneuxan o6n., TepGynckuii paiton, nocenenue
TepGynckuii ¢/c, c. Tepbynsl, yn. Jlopoknas, 1.6A

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

Brimnyckaowuil KOHTponb KavecTsa /
Quality Control

AO «Padapman, Pocens
JSC Rafarma, Russia

Axnpec / AO «Pacdapman, Poccna, 399540,
Jluneuxas o65., TepOynckuii paiion, nocesnexne
TepOyHckuii cfc, c. TepOynnl, yn. Joposkuast, 1.6A

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

Hazsanue ADC /
API name

Ledrprakcon HaTpus
Ceftriaxone Sodium

IIpouzsoamrens ADC /
API manufacturer

Kyxaii FOnaiiten Jlaboparopusz Ko., JIta, Kuraii
Juhai United Laboratories Co., Ltd., China

Homep cepuu ADC /
API batch number

3052102019

HacTosuium noarsepkaato, 4To naHHad cepus Obina MPOH3BeICHA M MPOKOHTPOMPOBAHA B COOTBETCTBHH
¢ pedcrsytownmu Tpapunamu Hannexawelt npoussoacteenHei npaktuky Poceuiickoi @eaepauuu v
TpeGoranuamMy  PerMcTpauMOHHOTO 10CBE, 4 TaK:KE B COOTBETCTBHHM €O CHELHOUKALMAMU
3aPErHCTPHPOBAHHOTO MPO1YKTA.

JIOKyMEHTBI 1O NPOU3BOACTBY (MPUMEHUMBIM CTAAMAM) H KOHTPONIO Ka4ecTBa NMPOBEPEHB! U 0A00PEHBI.
Jho0ble OTKIOHEHHMA pacclnefoBaHbI B COOTBETCTBHM C BHYTPEHHHMMH NpoueaypaMd M 000peHbl
VYI10JIHOMOYE HHBIMH 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 and approved by the
Qualificd Person.

Cyosnn JLH. / Smoyan L.1.
Ipukaz M3 Ne524 01 27.05.2021 r.
(Ynonuomouennoe nuuo/ Qualified Person)

«Padapman»
JSC «Rafarma»

YRonsGmosEne

Haspanue xomnanuy/ Company name

AO “Padapma» / JSC Rafarma




