PADAPMA

AKITMOHEPHOE OBI[ECTBO «PADAPMA»

Otnen koHTpONS KavecTsa

TN

399540, Jluneykas obnacme, T: epOynexul paiion, ¢, Tep
Tenegpon +7 (47474) 2-16-72

IACIIOPT Ne 419 ot 01.06.2021 r.

Eyner, ya. Jopooichas, . 64,

IIPOOAVKT OHE®TPUAKCOH
JEKAPCTBEHHASI ®OPMA 1 NMOPOIIOK ASTA NPHIOTOBIEHHS PAcTBOPA ANIA BHYTPHBEHHOT0
POPMA BEIITYCKA H BHYTPHMBbIIIEYHOro BBegenus 1,0 r NI
PHPMA U3I'OTOBUTEJL AQ «Padapmay, Poccus
YIIAKOBAHO AO «Pagapma, Poccus
HOMEP CEPHHA 900521
OBBEM CEPHH 80 125 ym,
TA U3rOTOBJEHMS 05.2021r,
T'OAEH 1O 31.05.2023 r.
CPOK IrOTHOCTH 2 roga
YCJIOBHA XPAHEHMSI B sammimennom ot ceeta mecte NpH TeMnepaType He Bhiwe 25 °C
PETHCTPAIIMOHHOE JI1-002002 ot 18.02.2013 r. (aata samers: 09.04.2018 r.)
YAOCTOBEPEHHE
AHAJIM3BI ITPOBEAEHDI no OCII JI1-002002-250116, Mam. Ne 1, Ham, Ne 2, Mam. No 3, Ham. Ne 4
HanmenoBanue
A TpeGosanua HJI PesyabraTer anannza
Kpreranmieckuii nopowok 6enoro wm Kpucranmaeckuit mopomwox nourn
OIIMCAHUE TOYTH BeNoro UBeTa ¢ KeNToRaTHIM Gemoro 1BeTa ¢ 3KENTOBATEIM
OTTEHKOM. OTTEHKOM,
edrpuakcon: Bpems YAepKUBaHUA
OCHOBHOTO ITHK4 Ha XPOMATOrpaMMe
HCIIBITYEMOrO PacTBOpa MOJKHO
COOTBETCTBOBATE BPEMCHH YASPKHBAHKA CootBetcTByeT
HNOJJIMHHOCTH OCHOBHOTO ITHKa Ha XpOMaTorpaMmme
PpacTBopa cTanaapTHoro obpasua (CO)
e TPHAKCOHA HATPHSA
I-Iarpn:‘i: OxpawmBanue nnamensu s CooTsercrayer
XKEJITHI LBeT
BPEMSI PACTBOPEHMS | He Gonee 2 Mun 1,08 mun
' Or1,0737rmo 1,3123 r 1.1920 r
OAHOPOJIHOCTD (1,1930 r 10 %) Or 1,1710 r (-2 %)
MACCBI 18/20 daxonos - e Gonee + 10 % ! o
2/20 dnakoHOB - He Gonee + 20 % Aa 121500 {£2.%)
ITPO3PAYHOCTE 1,2 % pacrsop npenapara e Boze nomxen
PACTBOPA OBITE PO3pauHEIM Cootserctayer
IOBETHOCTH 1,2 % pactsop npenapara B Bone xo/bxeH Boinepixusaer cpasHenue ¢
PACTBOPA BBILCPKHBATE CPABHEHHE C 3TATOHOM Ys 9TaIoHOM Y's
Han BY's
pHPACTBOPA 016,0 10 8,0 (12 % pacTBop npenapata B 6.8
BOJIE) ’
Braumeie
MEXAHHUYECKHE B cootsercremm ¢ TpeGobanmnamu 2 i,
BKJIIOYEHHSI I'D PO, ODC.1.4.2.0005.18
Hesnaumere
Hactuup > 10 Mkm — He Gonee 6000 ua IAE]
thraxon; 11945
2 25 MKM — He Gonee 600 Ha dakon 2




YIEJBbHOE

Ot -155° 1o -170 ° B nepecuere Ha

-168°

BPAIIIEHHE Ge3BoaHOE BElIECTRO
OCTATOYHLIE AueroH — He Gonee 0,5 %o; He oBuapyxceno
OPI AHIYECKIE 2-nponakon —He Gonee 0,3 %; He oBnapyxeno
— He Gonee 0,06 %; He o6Hapyxeno
PACTBOPHTEJH e e il ik
aUeTOHHTPHN — He 6otee 0,041%: He oGHapyskeno
POJACTBEHHEIE Uliobas enuumanas npumecs —ue Gonee 1,0 % 0,2 %
IPHMECH Cymma npumeceii — He Gonee 4,0 % 0,2%
TPUITHIIAMUH He 6onee 0,05 % He ofHapyseno
2-OTHJITEKCAHOBAS He 6onee 0,5% He o6Hapyskeno
KHCJIOTA
N,N-TUMETHJIAHUJTHH He 6onee 0,002% He obuapy»xeno
BOJA Or8,0n011,0% 5,6 %
gﬁgﬁ%ﬁtﬁm He Gonee 0,05 E3/Mr uedrpuakcona 0,011 E9/mr
?gggll?ﬁgéfb ITpenapar ao/mkeH GEITE HETOKCHUHBIM Hetokcuuen
CTEPHJIbHOCTD [Ipenapar nomkeH GBITS CTEPUNBHBIM Crepunen
AV £15,0 (n=10), ecin ycnosue e
BBITTONHACTCA, TO: AV < 15,0 (n=30) u
OJHOPOIHOCTE KOJIHYECTBEHHOE COAEpKaHHe AV =17
AO3UPOBAHHSA CisH1sN3O; 83 (uedtprakcona) B kaxnom n=10
(hnaKoHe AOMKHO HAXOAHTLCA B HHTEDBAIE
ot 0,75 M no 1,25M
Or 880 o 973 mxr/mr Ci3H1gNzO+S;
Gensogrion n cabommon o comeromms S
Ié?n,j]g;g g]{%m e OpPraHHYEeCKHX PACTBOPHTENIEH BEIIECTRO
Ot 95% no 105 % uedrpuakcona
(Ci8H18Ns07S;) ot 3assnennoro 99 %
KOJIMYECTBA) B ONHOM (IIakoHe
ITo 1,1930 r (cootsercTyer 1,0000 r ITo 1,1930 r (cooTBercTayer 1,0000 r
Le)TPHAKCOHR) TIpenapara BO (IaKOHE uedTpuakcoHa) npenapara Bo
SecupeTHOro HeHTpanLHOro cTekIa THi I (riakoHs! GeCLBETHOrO HEHTPANBHOrO
BMECTUMOCTEIO 10 M1, yKynopeHHble CTekIa THI I BMeCTHMOCTEIO 10 Mn,
PE3MHOBHIMK TIPOOKaMHU u oBxkaTsle YKYTIOPCHHEIE PE3HHOBBIMH NMpobKamHy|
YIIAKOBKA ANKOMHHHEBBIMU KOJIITAUKaMH, H ob>KaThle aMFOMHHHEBBIMH
CHa6KeHHBIMH IUIACTMACCOBBIMH KOJINa4KaMH, CHab)KeHHBIMH
KPBILIKAMH. TUIACTMACCOBBIMH KPBILIKAMH,
| Gnaxon BMecTe ¢ MHCTPYKIMEH N0 1 dnakon BMecTe ¢ MHCTpYKIHEH
NPHMEHEHHIO TIOMEILAIOT B MavKy U3 10 NPHMEHEHHIO [TOMELLEH B
KapTOHa. T1auKy H3 KapTOHA.
Ha srukerke rnakona ykazsisaror Ha stukerke pnakona yxaszano:
HaHMEHOBaHHE MTPOU3BOAKTENS H €T HaUMEHOBaHHE TIPOH3BOMTENIS H €0
TOBAPHBIH 3HAK; TOPrOBOE HANMEHOBAHHE | TOBAPHEIH 3HAK; TOprosoe
Npernapara; JeKapcTBEHHYI0 hopmy; HaHMEHOBaHHe TIpenapaTa;
MO3UPOBKY; COCTaB HA ONIMH (NAKOH; NeKapcTBeHHAs (OpMa; NO3HPOBKa;
«CTepuIsHOY»; HOMEp CepHH; CPOK COCTaB Ha OAUH (JIAKOH;
FOHOCTH; (hapMaKo[; Koa MaKeTa, «CTepuiibHOY; HOMEp cepHu; Cpok
MAPKHPOBKA TEXHWMECKHE METKH UM §e3 TEXHUUECKHX | FOAHOCTH; hapMako/; KOI MakeTa;

METOK,

Ha nauxke ykassisator Toproeoe
HaHMCHOBaHHE IIpenapaTta; JeKapCTBeHHYHO
(bopMy; NO3HPOBKY; KOJHUECTBO ¢nakoHOB
B ynaxoBke; «CTepHUIBHOY; COCTAB Ha OIHH
Gnakon; «[IpUMEHSTE 110 HAZHAYEHHIO
Bpaya»; ycioBHA XpaHeHHA; «XpaHHTb B

HEeAOCTYIHOM IJiA JeTel MECTEYR; YCIOBHA

TEXHHUECKHE METKH,
Ha nmauke ykasano: Toproboe
HalMeHOBaHHeE Npenapara;
NeKapcTBeHHad (popma; TO3HpOBKa,
KOTHYECTBO (hIaKOHOB B YNaKOBKeE;
«CTepHIIBHO®; COCTAB Ha ONUH
(uraxon; «IIpHMEHATE 10 HA3HAYEHHIO
Bpayay; YCJIIOBHA XpaHEeHU,




oTycka; «Criocob mpuMeHeHHUs: cM. «XpaHHTL B HEAOCTYITHOM JUTS JeTeit
HHCTPYKLHIO MO IIPHMEHEHHION, HOMEP MECTe»; ye/IoBHA oTnycka; «Criocod
PETHCTPALMOHHOTO Y10CTOBEPEHHS; PUMEHEHHS: CM. HHCTPYKLHIO 10
HAMMEHOBAHHE MPOH3BOIHTENA H MPUMEHEHHIOY, HOMEp
FOPHINYECKOro IULa, Ha UM KOTOpOTo PErHCTPALMOHHOIO YIOCTOBEPEHHNA;
BbLIaHO PV, ero ToBapHbIii 3Hak, aapec, HAWMEHOBaHHE NPOU3BOANTENS H
TenehoH U (akc; HOMEp cepuu; naty HOPHIHYECKOTO JMLA, Ha UM
H3TOTOB/ICHHA; CPOK FOLHOCTH; WTPHX-KOL; | KOTOPOTO BhiAaHo PY, ero TosapHsrit
thapmakon; Ko MakeTa. 3HaK, anpec, TesieoH 1 dakc; HoMep
HonyckaeTcs ykassiBaTh KOHTPONBHBI CEpHH; aTa H3TOTOREHHA, CPOK
naeHTHukauHoHHbIH sHaxk (KU3), a takske FOTHOCTH; ITPHX-KOZ; (hapMaKkos;
MH(OPMaLHIo, KOTOpYIo coaepkut KU3. KO MakKera.
Yka3aH KOHTPOJIbHbIH
UAEHTH(UKALMOHHBIA 3Hak (KU3), a
TaKoKe HHpOpMALUS, KOTOPYIO
coaepsxur KMU3.

3AKJIIOYEHHE: npenapar «lledTpuakcon, Nopomok 415 NPHrOTOBJIEHHS pacTBoOpa it BHYTPHBEHHOIO H
BHYTPHMBIUIEYHOro BBenenus 1,0 r NI{;,QWQOS@I, NPOH3BEACHHBIH K yrakosaHHEIH AQ «Padapmay, Poccus
COOTBETCTBYET TPeGOBAHHAM JITI-0020,02»‘%15"5?1”3’1”6',”*1{5&13}@1 » Mlam. Ne2, Mam. Ne3, Ham, Ned u nipuropen mia
uenonb3oBanus 10 31.05.2023 r. 1574 TE)eama o st \
Hawanennk OKK
AO «Pagapman

\




PAGAPMA

AKIIMOHEPHORE OBIIECTBO «PAGDAPMA»
Otaen obecnieyenns kauyecTsa

Jnuensua/ License Ne

00119 -JIC oT 21.

12,2020

Paspemenne na smyck JIII Ne 419
(B coorsercTBMH ¢ [Tpunoxenvem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

|Hazsanwme npoaykra / LledbTpuakcon
Name of the product Cefiriaxone
MHH / Lledrpuakcon
INN Ceftriaxone

Jlexapcrsennas dopma /
Pharmaceutical form

Topowok ass npuroTosnexus pacteopa ana
BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BEEAEHUS
Powder for preparation of solution for intravenous
and intramuscular administration

Hozupogka / ,or

Dosage strength 1,0 g

Tun ynakosku / ®naxox 1,1930 r (1) ¢ uncTpykumeit no NPHMEHEHHIO
Package type B MaYyKe KapTOHHOH

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

~|Homep cepuu / 900521
Batch number
Hara npoussoncrea / 05.2021
Date of manufacture
Cpox roanoctn / Topen mo 31.05.2023
Expiry date
Pasmep cepun / 80 125 ymakoBox
“|Batch size 80 125 packages
CtpaHa HasHaueHus / Poccus
Destination country Russia

Perncrpaumonnoe ynocroeeperue /
Marketing authorization

JIT-002002 ot 18.02.2013 (nara samens! 09.04.2018)
LP-002002 dated 18.02.2013 (replacement date
09.04.2018)

Haumenosauue nepxatens PerMcTpaLrHoHHoro
" |yaocToBepeHua/
Name of the marketing authorization holder

AQ «Padapman, Poccus
JSC Rafarma, Russia

Hopmarusnerit nokymenr /
Normative document

JII-002002-250116 Mam.Nel, Ham.Ne2, Usm Ne3,
H3m. Neq

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

[Ipoussoacteo rotosoit nexapcreenkoit topmsr /
" |Finished dosage form manufacturing

AO «Paapman, Poccus
JSC Rafarma, Russia

Anpec / AO «Padapmay, Pocens, 399540,
JIuneuxas o61., TepSynckuii paiioH, nocesnenne
TepGynckmit c/c, c. Tepbynsl, yia.Jopoxnas, 6A

Address: Rafarma JSC, Russia, 399540, Lipetskaya
Region, Terbuny District, Terbuny Settlement s/s, ., .
Terbuny Village, 6A Str. 5 REPHOE 0

gl




[epeuynas ynakoeka / AO «Padapman, Poccus

-{Primary packaging JSC Rafarma, Russia
Aapec/ AO «Padapmay, Poccus, 399540, Address: Rafarma JSC, Russia, 399540, Lipetskaya

Jluneukas o6u1., TepGyncxmuii paiioH, nocenenne |Region, Terbuny District, Terbuny Settlement s/s,
TepOyHckuii ¢/c, ¢.TepByubl, yn.Jloposxknas, 1.6A Terbuny Village, 6A Str.

BTopuunas ynakoska / AO «Padapmay, Poccus
Secondary packaging JSC Rafarma, Russia
Anpec/ AO «Padapmay, Pocens, 399540, Address: Rafarma JSC, Russia, 399540, Lipetskaya

.|/ Tuneuxas o6., TepByHcxkuii paiion, nocenenue Region, Terbuny District, Terbuny Settlement s/s,
Tepbynckwii c/c, ¢.TepByuui, yn. Jloposxkuas, 5.6A Terbuny Village, 6A Str.

Brinyckaromuii kowrpons kauectsa / AO «Padapma», Poccus
Quality Control JSC Rafarma, Russia
Axpec/ AO «Padapmar, Poccus, 399540, Address: Rafarma J SC, Russia, 399540, Lipetskaya

Jluneuxas 6., TepGyHekuii pakiok, rocenenne |Region, Terbuny District, Terbun Settlement s/s,
- Tepbynckuit c/c, ¢.TepOynei, yn.Jloposxknas, 1.6A Terbuny Village, 6A Str.

Haspanne A®C / Hedrpuakcon natpus
API name Ceftriaxone Sodium
Ipomssogurens ADC / Uuny ArTubnOTHKE Dapmacsrotikan Ko., Jitx,
API manufacturer Kuraii
Qilu Antibiotics Pharmaceutical Co., Ltd., China
~|Homep cepun ADC /
API batch number O174LIB1IHG

Hacroswmnm nonreepsaaro, uto nannas cepus ObLia NpOW3BeaeHa U NPOKOHTPOIKHPOBAHA B COOTRETCTBUM
¢ aeficTeyowmmu [pasunamu Hannesauweit npouseoncteenoit npakTuich Pocenitckoit Meseparmn u
TpeboBaHusIMH Peructpanuonnoro A0CBE, a TaKKe B COOTBETCTBHHM CO crielHGUKauUaMH
33pCrHCTPHp0BaHHOFO NpoaykKra.

~HoxymenTe! ro TMPOH3BOACTBY (IPHMEHUMBIM CTAIUAM) H KOHTPOJIIO KA4eCTBA MPOBEPEHBI 1 0J0GPEHBI.

JlioGuie oTkmoOHeHUs PaccyielIoBaHbl B COOTBETCTBHH © BHYTPEHHUMH TIpOLEAypaMH U 0100peHs!
VronHoModeHHBIME JMLIoM /

[ 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
Qualified Person.

Cwmosn JLLU. /Smovan LI @49.45/ «PH g 2021 r
v 7

Tpukaz M3 Ned38 o1 14.05.2020
(Ynonsomouennoe miyo/ Qualified Person)

Hazpauue komnannn/ Company name
AO “Padapma» / JSC Rafarma




