000 “E. T. C. DAPMA”

iommzmmﬁiﬁﬁ!mmc: 117108, Mocres, Haropred npoesa, &, 12, xopn. 1, 37. 3, nom. 1, 2ou. 2, 17A, 78, 13
TENEGON: (49%) 502-0001, MHH / KTIN 7710124018 / 772801001, OFPH 1027700020908, EUK 044525700

Hoarsepxnaenne coorsercraua 121115 ot 01.02.2022
BEQIHMOIO NEKAPCTREHHOTD MPOMADATA TPEGOBRHMAM, YCTAHOBNEHMMIM NPH €ro rOCYABPCTBEHHOR pervcTpaLvK,
YNONAOMO9YCHHBIM HLIOM MpomeognATEeNng NEKAPCTBEHHBIX cpencm’ MPEACTABHTENCM OPraHU3aLUHK,
ocymecTRAMOWLR BROI NeKAPCTREHHONO Mpenapata B Paccafickylo heaepaLING U YIONMHOMOYEHHOR HHOCTPAHHEIM
NMPOHIBORUTENEM MEKADCTREHHK X cpeacrs

Toproeoe rauMeroRanme [Ipeauuon

MexyHapoIHOE HEMATCHTOBAHHOS HAUMEHOBAKHE [Mpenuusonox

(rpymnAposoyHOe MM XHMHYECKOE)

JlexapeTBentas dopma Pactaop mns BHYTpHBEHHOO H

BHYTPHMBIIIEYHOTO BBEAEHUA
J{o3upoBka 30mMr/Mn
®opma BrmTycKa Pacteop ans BeyTPHBERHOrO 1 BHYTpH-
MBEINETHOIO BBEACHHUA,
30mr/mn(amnyna) 1u x3(nauka
KApPTOHHAA)
HoMep cepstut (maprun): 121115
O6nem cepuu (napTum): 88 800 yn.
aTa BhITYCKA 12/2021

Topex no ' 11/2023

HaumeHopauue © agpec DPOR3BOTRTENS (C | «AZXKHO Qapmanestaxans Jitay, Uuans

yKa3aHHeM CTanuit NpOH3IBOACTRA) Agio Pharmaceuticals Ltd., Plot Ne. T-82,
M.LD.C,, Bhosari, Pune- 411 026, Taluka:
Bhosari, District: Pune-Zone 3, India (Bce

CTagumn NPoU3BOACTBA)

Homep & faTa perucTpanaoRHora yA0cTopepeHus IIN013091/01 ot 07.09.2007

Homep u naTa HOpMATHBHON ZOKYMEHTALMA IIN013091/01- 301019

Haumenonanae n anpec mepxarens | «Amkuo OapMauestuxans Jitan, Huaua

PETHCTPALMOHHOrO YAOCTOREPEHHA Agio Pharmaceuticals Ltd, A-38, Nandjyot
Indl, Estate, Kurla Andheri Road, Safedpool,

Mumbai 400 072, India
Jlata BBenenus B rpawaanckuit o6opor 01/02/2022

Nexapcrsennsid npenapar [pemruon (Tpeauusonon) PacTBOp JUIA BHYTPUBEHHOrO H

BHYTPHMBIIEYROrO BBEACHUA J0Mr/Mm(amnyna) 1mn x3(naaxa KapTOHHAR) COOTRETCTRYET
TpeGoBaHHAM, YCTRHOBNICHHEIM MTPH €10 TOCYAAPCTBEHHOM ParH 340 ' iEde. ' "-;;\
3asonckokt nacnopt Ne A.R. Ne AF/2122/00% 5w, 6.12.2021 r.

e

‘*4.0

OrsercraenHsit

COTPYAHHK
Mp.NeOJI-2 o7 01.11.2019

M.N




PHARMACEUTICALSS

LIMITED

CERTIFICATE OF ANALYSIS
CEPTHOHKAT KAYECTBA

A.R.No. AF/2122/00712 crp.lml

NAME OF THE PRODUCT PREDNISOL INFECTION 30MG/IML
{(Prednisolone Sadium Phosphate Injection BP)
HAHMEHOBAHHE ITPOAYKTA IPEJHH3ON PACTBOP LA HHBEKLIMA 30 MM
B AMITYJIAX IO IMI
BATCII NO.: 121115 DATE OF MANUFACTURE: 12/2021
HOMEP MMAPTHH: 121115 JATA TIPOMBBOACTBA:  12/2021
QUANTITY: 250 Le/ 88 800 pea DATE OF EXPIRY: 11/2023
KOJAUMECTBO: 250 /88800 ya CPOK F'OJHQCTH: 11/2023
TEST RESULT SPECIFICATION
HAUMEHOBAHME TECTA PE3YJIbTAT CIMELHOHUKAIMAA
Description Clear colourless Clear solution, colourless or with a greenish yellow tint
Onucatne solution Tpoipaytisif, pacTeop, GECLACTHRI MK C JANEHORRTO-KENTHM OTTEHKOM
Tpospavui
0]
Identification Complies A) Colour reaction: A yellow color develops.
Moanummocts Coaraercrayer A, Hemoe oxpautusatne
A. Colour reaction ~ L{aetnan peasmus Complies B. The IR spectrum of absorption of test sample cbtained in potnssium bromide
disks in the range between 2000 to 400 cm-1 should have complete coincidence of
absomption bands with the ahsorption bands of IR spectrum of prednisolone
phosphate reference standard,
B. By IR ~ HK cuextp Cooreercrayer B. HK cnextp noraowmenna meamtyemcra ofpaina, nnnchuuuﬂ 8 [HCKaX C
xanua Gpommuom B ofnacte or 2000 no 400 oM™ nommcH MMETE noaKoe
COBNGACHAT MOMOC MOMOUWehMa ¢ nomocamk mornowenws HK-cnexrpa
clamaspToro ofpaiua HpeaNKIONoHa dochara
Clarity of the solution Complies The solution should be clear
[1po3padHacTh Coarserarsyer Pacrsop aonmen G5 HBIM
Colour Complies Should-not be more intense than reference colour GY§
Ugetnocts ['® PO Cooreerctayer [pertapat noMKeEH BLTCPMHBATL CPABHEHHS C ITANOHOM useTHOCTH GY6
pH 7.60 70-90
Cr700090
Purticulate tatter
Mexaunueckue uxmouenus @ Pd
- Visible panticles Complies Particulate matter must not be present
- Buaumslie HACTHLL CooTReTCTRYRT OTCyTCTAKE MEXAHKYECKIX BRAOMCHHUR
- Invisible marters Complies 1 ampoule may contain not more than 6000 particles with size more than or equal
to 10 pum and not more than 600 particles with size more than or equal w 25 pm.
B oanoit ammyne aonycxaetce ke Gonee 6000 vacTuy paimepos = 10 Mks H He
= HesHaumnie Secruim CoaTsercrayer Gonee 600 wacTiut pasmepoM > 25 MM
Extractable volume 1.10 m} NLT 1.00mi
Hasnekaemesil ofvem I'G PO 1.10 mn Hemesee 1,00 un
lnpurities (By TLC) Not detected Prednisolone acetaie: NMT 4 %
Mov1oponnne npuseck He ofiuapyxeno [Ipemnoonoia auetara - we Gonce 4 %
Not detected Individual unidentified imperity: NMT 2%
He ofuapymeno Emeoruoll mepesrmudiatrporsiolt tprsecy ~ e Sance 2%
Not detected Total impuritics: NM1' 4%
He ofHupymenc Cwvovns npnvecelt — 1ie Soriee 4%
Sterility Complies The solition should be sterile.
Crepuastocts ['® PO CooTeetciayer Pactsop donaeu ST
Bacterial Endotoxin Complies It contains NMT 5.0 Endotoxin tnit per mg of Prednisolone Phosphale
BaxTepHanLnLie IRNOTORCHHM Coomsercrayet He Gouee 5.0 3 13 | wr npensoosoia docdama
Uniformity of dosage (Method 2) 3.50 In comply with requircments(L1<15.0)
Qanopoarocns ao1mpossnus [® PO (Cnoco 2} B coorsercrauu ¢ TpeGosanuamu(L1<15.0)
Assity 90.0% -~ 110.0% from the labeled amount
Ot 90,0% a0 110,0% or aaganenioro xkonnvecrea (27,0 - 33,0 mr/mn)

Koanyecrscnnoe onpeacncuie ﬂpennumiodu_




e AR No. AFf2122/00712 cTp.2 w32
TEST . RESULT _ SPECIFICATION ]
HAUMEHOBAHHE PE3IYJIbLTAT CNELMOUKALIKA i
TECTA
Packaging t ml of the drug in ampoules of light-protective glass 1 ml of the drug in ampaules of light-protective glass (borasilicate glass,
(barosilicate, type 1). 3 ampoules in AL/PVC blister. | |type 1).3 ampaulesina plastic tray. | plastic tray, together with
AL/PVC blister, with patient information leaflet is placed  |instructions for use, is placed in a cardboard box.
in a carton pack. 3or § ampoules in AL /PVC blister. 1 or 20 AL / PVC blisters together
with tnstructions for use are placed in & cardboard box.
¥ nuxoska To Isa npenapara o aunynu wa eberorauiurnono crexna | [lolun MPEURPATA & AMITY/TR! K3 CBETOIALHTHOIG CTEkNA (BOPOCHINKAT
(Gopocuauxariac crexno, ™n 1). uoe erexno, Tun 1),
3 annynu » AJUTIBX Guncrepe. 3 aunyant 8 RAACTHROBOM NOTKE. | DAACTHROBKIR NOTOK EMEETE ¢
| AJUTIBX 6muerep asecte ¢ muetpysunit no HHCTPYKUMER [0 OPMMEHERMIO MOMEWAOT B KaPTOHHYIO N1a4Ky.
(PHMEHEINNO0 MOMEUICH B KAPTOHEYIO NTaYKy 3w 5 avarryn 8 AJUTIBX Gnucrep.! wnn 20 AJUTIBX Gaucrepos omee-
e ¢ HUCTPYMUHER N0 NPHMEHSHHIO DOMAILIAIOT B XaPTOHHYIO nauxy.
Mapkrposia Ha 3Tukerie amnyast #a pycckom S3nike ykasano: Ha yTukerice aMmyst ma pycexom mIbike yxainiagioT:
TOPrOBOC HAHMEKORSHRE MPENAPATA, NEKIYHAPOAHOE HE~ | TORrOBOE NAKMENORAMM NPEIADATA, MEXAYHAPOILHOS HETATEHTOBANHOS
NATEHIDRAIKOE HAKMEKOBARHE, NIEKAPCTACHHAR GOPMA,  [MasueKORRIUE, NexapeTsenityIo dopMy, ofben npenspena B aMnyne,
ofineu tpenapars & ammyne, xannextpauns, «CTEPWIb- KoHUENTPaIHIO, «CTEPHIILHOY, HAXMEHORAHHE K KOMHUCCTBEHHOE
HOn, Hunmenonasine @ KonuvecTsenmoe cogepsanie conepwaiie AeHcTayOuEra sewnecTna B | MA, YCMOBUR XPAHEHNS,
ACACTAYIOULENO BELLECTBA B | MR, YCIORHA XPAHCHHN, HAHMCHOBAHHE M CTPAHY NPOMABOAMTENR, HOMER Cepiu «Cepug Ne:n,
HAUMCHOBRHHE W CTPAHY NPOHIBOAKTENL, MOMED CEPMH | NATY BAITIyCKa, CPOR roaHocTH «ToneH 26's,
«Cepus No:w, aary muycks, cpox roanocTy «lonen aow. | Joncanumensno wa anerulicxom xasie yKareieaom:
| fononnumeasno 1a anzauiickom ATuxe yxaano: NOrOTHI OPCUIBOAKTENS, HOMED MPOMIBOACTACHHAR MHueHanH «Code
AQTOTHI RPOMIBOAMTENS, HOMED NPOMIBOICTRENHOR No: MH/DRUG/PD- 100, npoxssonctsekrail xo.
duexauu xCode No: MH/DRUG/PD-100x, Ha kaprousolt na4Ke #a pyccioM RILME yKuILBRIOT:
MPOMIBOLCTIEHAHLIA KO, TOPrOROC HAKMEHORALUO NPONAPATS, MEKAYHAPOLHOS RENUTCHTURRHHOS
Ha xapTorHOR NauKE Ha pycexoMm AIMIKE YKaIAHA: HAMMCHOBAN HeE, NERAPCTRLH YO dopuy, ofneM npenapata ¥ amnyne,
TOProROE HAMMEKOBAHHE NPENADATS, NEALYHEPOAHOS HE- | KUMKYECTRO AMTYA B NAUKS, KORUSRTPAUMKIO, «CTEPHIIBHON, Hanue-
NBTEHTORAHKOC HAKMEHOBAHKE, NENAPCTREILNAA BOPME, | HORAIHE H KONKHYECTBENHDE CONEPRAHNE NCHCTBYIOWICrO BettecTaA A |
06beM fipenapaTa & aurtyne, KOMMNECTEO AMMYN R NAYKE, | MM, HAMMEHORAHMNE W KOMHACCTRAHHOS COACPAAHHE BCAOMOTTTENRHAX
xonrentpauny, «CIEPAIIbHOY, naumeronarke 1 koau- |sewecran | M, yenorus xpanenits, «<BHUMAHME! Bee nexaperea
HECTBEHHOE COASpKANHS ACRCTRYIOWEND BottecTsa B | M7, | HEOGXOMHMO XPAIHTE B MCCTAX, HCAOCTYTIHAX ACTAM. 1, HAHMCHOBAHHE
WAMMCHORAHUE K KOMHUECTRCHHOC CONCPAAHHE BAIOMO- | ¥ CTPAHY HIPOMIBOIHTENS, HOMEP PErHCTPAUHOHHOND YAOCTOUEPEHH,
TATCIRHMX BewecTR 8 | M, yonosua xpanenus, «BHH- | ycnoaws ortrycxs, womep cepun «Cepug Nacw, aaty suinycka «[lara sui-
MAHME! Bée nexapcTaa Re0GXOMMO XPANHTS 8 MeCTAX, | ycxaw, cpox romsoety «loncH 26:1, cepHAHAI HOMEp, WITPHX-KOA,
HEOCTYTIMBI 2CTRM. %, HANMCHORARHE H CTPAHE Npoiaso- | QR-KOR, TEXHONOrHHECKHO METKH.
ANTENT, HOMEP PErUCTRAUAOHHOID YRUCTOBEpEUNE, Yoo~ | lonoanumessno Na aneAutleras RIbINe yRa60a10M:
Rilf OTTyCK, HOMED CepRE «Cepna New, aata BMMYCKa  |TOProBOE HAMMEROBAHME Nipenapara, MOKAYHAPOSHOS RENATEHTOBAHMOC
«[lara nammycxan, CpOX rainocta «loneH 20:n, cepultnmit | Hanmenonanye, AEXAPCTREHHYIO QOPMY, KOHUSHTPELAIO, OGEEM
i HoMep, Tpux-k0a, QR-KOR, TexHANOrHNECKHE NETKIL. MPENADATA § AMITYNE, KOMYOCTRO AMMYN & NAMKE, NOrOTHI OPOHIBO-
i Honosnumensno ng an2auicxom AInike yralans: AHTENK, HOMEp pokssoacTackHoR nnuensun «Code No:
TOProBOE HRHMEHOBANKC LIPEADELY, MOXUYHapoanoe e |MH/DRUG/PD-100x, raobatsistit noMep Tosapa (GTIN),
NETEHTORAHHOE HANMEHORBHHS, NekipeTneititas GopME,  |NpowasoacTReRHME KO
KOHUCHTDAL KA, 06nem Npenapara s aMmyne, KOAMUCCTRO | [IPOKIBONCTREHHBIA KO/ H TEXHONOTHYSCKHE METKH HAHOCATCA B
BMITYN B TR4KE, NQrOTHN NPOMIBOAMTENS, HOMCD NPOHI= | JABKCHMOCTH OT NPOKIBOACTREIHAR HEOGXAMUMOCTH.
oactacuiol muueninu «Code No: MH/DRUG/PD-100s,
rrofansmni HoMep Tosapa (GTIN), npowssoacraerittl
KOA.
Coareercrayer: HIT T1NO13091/01-301019 Cornaco HII 1 NQ13091/01-301019
Siorage Complies Al e temperature not exceeding 25 ° C in a dark place.
Do not freeze!
Xpanenue Cooraeretayet Tpu Temnepatype e shllue 25°C 8 IAUHWEHHOM OT CHETA MECTE.
He 3amopasunats!
Shelf life Complies 2 years.
Cpox romtocty 2rons
CONCLUSION: The Product Complies as per prescribed Standards.
BbIBOJ: Mpogyxr caotsercrayer NPEANUCAHIREM.CTAHARDTAM KAHECTRA,
|DATE: 26.12.2021 FREFEANTI JATA AHAITH3A:26.12.2021

Signature (noanues)

A-38, Nandlyot indi. Estawa. Safedpodl, Kura - Andher] Road, Mumbe: - 400 072. INDIA
Tel.: 851 8206 © Fax: 851 8204 @ Emai : sglo@agio-pharma.com / agic@eth.nat
Viah us &t www.sglo-pherms.com




