Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoeaykr: Keropon” (keToposak) pacTBop Aisl BHYTPHBEHHOTO U BHYTPHMBIILIEYHOTO BBEACHUS, 30 MI/Mn
Batch No / : V240114 Batch Quantity / : 272727 ampules /
Cepnsa Ne Ob6bem cepun 272727 amnyn |
Analytical Report No / : 040002448912 Date of Analysis / : 11.03.2024
Anaautnyeckuii oruer Ne JaTa anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

Jara npousBoacTaa Togen mo

Analysis performed according ND / Ananu3s nposeaen no HJI: JI1-001365-170222
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i‘«o Test / ITokazaTean Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3paunsrit ceeno-xenThii | / Ilpospaunbiii  GeclBETHBIH MK
pacTBop. CBETJIO-XKENTHII PacTBOp.

2 Identification /
IToauHHOCTEL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YAEPKMBAaHUS OCHOBHBIX IIMKOB Ha
XpOMaTOrpaMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEpKHUBAHHUS OCHOBHBIX NHKOB Ha
Xpomarorpamme CTaHAAPTHOrO
pacTBopa KeTopoJiaka TpoMeTaMHHa
u HanpokceHa (pazpmen
«KosmuecTBEHHOE ONpeeieHHe»)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YAEpXKUBAHUS OCHOBHBIX MHKOB Ha
XpoMarorpamme HCIBITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBATD
BPEMEHAM YAEPXKMBAHHUSA OCHOBHBIX
MHKOB Ha XpoMaTorpamMme
CTaHIAPTHOIO pacTBOpa KeToposiaka
TpOMeTaMHHa M HaNpoKCceHa (pasmen
«KonuriecTBeHHOE onpeeNeHue))

3 Clarity / IlpozpayHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuennus
npenapara He OMKHa NPEeBbIIIaTh
OMaJIeCLUEHLIMIO 3TaJIOHA CpaBHEHHUA L.

4 Color / IIseTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu fiiMHe BOJHEBI
430 HM.

5 pH 7.30 From 6.9t07.9./016,9 1o 7,9.

Remarks: The Product confirms to ND/
Ipumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3akmouenue: OOBPEHO

Prepared by / }
IMoarorosieno: Ankit ﬁ\ -

Checked by /

Onobpeno:

Approved by: Manager/Executive /

Menemxep / Pyxoaomrrenb

IIporepeHo: Rar& Ent l

Manoj Kumar

Reprint Date /

Reprint Date /

Jara: 11.03.2024

Jara: 11.03.2024

Reprint Date /
Jara: 11.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon" (keToponak) pacTBOp 1ist BHYTPUBEHHOIO M BHYTPHMBILIEYHOTO BBEAEHNA, 30 MI/MT
Batch No / : V240114 Batch Quantity / : 272727 ampules /
Cepusn Ne Qo6bem cepiu 272727 amnyn
Analytical Report No / : 040002448912 Date of Analysis / ¢ 11.03.2024
AHaJHTHYeCKHH oTUeT No Jdara ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npon3BoacTrea Toxen jpo
Analysis performed according ND / Auanuz nposeaen mo HJI: JI[1-001365-170222
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6 Particulate matter / MexanudecKkue BKIIOUYEHHS

6A Visible particles /
BuaoyMeble 4acTULbL

Complies / CooTBeTcTBYyeT

Should correspond to requirements. /
B cootBeTcTBUM ¢ TpeGOBAHUAMIL

6B Invisible particles /
HeBuauMsble yacTHLEL:

Impurity B / [Tpumecs B

Not detected / He o6napyxeHna

Impurity C / Ilpumecs C

Below LOQ (LOQ = 0.033%) /
Huxe npeaena KOIM4YCCTBEHHOTO

Impurity D / TIpumecs D

ompenenenus (ITKO = 0.033 %)

Below LOD (LOD = 0.014 %) /
Huxe npenena obuapyxenus (I1O
=0.014 %)

Any unspecified impurity /

i. Particles > 10 pm / 25 not more than 6000 per ampoule /
Yactui pazmepom > He 6onee 6000 Ha ammnyiy;
10 MxMm

ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTUL pa3MepoM > He 6osee 600 na ammoyy.
25 MKM

7 Related substances / PoacTBeHHble npumMecu
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He 6Gonee

0,20 %;

not more than 0.50% / He 6oiee
0,50 %;

not more than 0.50 % / He Gonee
0,50 %;

not more than 0.20% / He 6omee
0,20 %.

Not more than 0.20 % / He 6omnee

0.05%
EnvnnyHas HeuneHtuduiu-

POBaAHHAA NPHMCCH

0,20 %.

Remarks: The Product confirms to ND/
[Ipumeuanwe: [lpoaykT cooreercTyeT TpeGosanuam HJJ

Conclusion: APPROVED /
3axmwuenue: ONTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneHo: Ankit ﬂ _{Hposepeno: Rama kant Onobpeno: Menemxep / Pykosogugen

w < M Manoj Kumar @L
Reprint Date / Reprint Date/ ' Reprint Date / o
Hara: 11.03.2024 MHara: 11.03.2024 Jara: 11.03.2024
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CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon™ (keToponak) pacTBop [Uisi BHYTPHBEHHOIO M BHYTPHMBILIEHHOTO BBeAEHN, 30 Mr/MJ1
Batch No / : V240114 Batch Quantity / 1 272727 ampules /
Cepusa Ne O6beM cepun 272727 amnyn
Analytical Report No / : 040002448912 Date of Analysis / : 11.03.2024
AHaJHTHYeCKHI oTueT No JlaTa ananu3za
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3Boacrea T'ogen go

Analysis performed according ND / Ananns nposegen no HJI: JITT-001365-170222

Page3 of 5/Crp.3u3 5

Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npuMeceii 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3pnexaemblii 06nem

He menee nomunansHoro (1,0 mi)

9 Bacterial endotoxins /
BakrepnanbHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KETOpOoJIaKa TPOMeTaMHHA.

10 Sterility (every 15th batch) /
CTepuabHOCTD (DS KaKAOH
15-o0ii cepun)

NA

Must be sterile. / JlomkeH ObITb
CTEPWILHBIM.

11 Assay / KonnyecTBeHHOe
onpeaeseHue

29.46 mg/ 29.46 mMr

From 270mg to 33.0mg of
CisH13NO3-C4H;1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 Mr C15H13NO3‘C4H11N03
(xeToponaka TpoMeTaMuH) B 1 M.

12 Alcohol content / ITanon

11.84 %

From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanue: IponykT coorBeTcTBYeET TpeGoBanusm HJJ

Conclusion: APPROVED /
3axmoyenne: OJOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneno: Ankit ﬁ | TIpoBepeno: Ran kag’l_ Onobpeno: Menemwxkep / Pykooautens

> vl mﬁy){, f_~ Manoj Kumar .\—m]ftuﬁz
Reprint Date / Reprint Date/ ' ~ Reprint Date / s
Hara: 11.03.2024 Jara: 11.03.2024 Hara: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpopykT: Keropos™ (keroponak) pacTop /il BHYTPHBEHHOIO H BHYTPHMBILIEYHOTO BBENEHHS, 30 Mr/mn
Batch No / : V240114 Batch Quantity / : 272727 ampules /
Cepusa Ne O6Bem cepnu 272727 amnyn
Analytical Report No / : 040002448912 Date of Analysis / : 11.03.2024
AnajtuTHIecKHi oTYeT No Jarta aHanuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

aTa NPOH3BOACTBA Tonen 10
Analysis performed according ND / Anaau3 mposexen no HJI; JI[1-001365-170222
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13 Packaging / Ynakoeka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wMn B ammydasl u3 | ina carton pack. /
CBETO3ALUMTHOTO crexia | [lo 1 wMa B  avmmynsl U3
kopuyHeBoro kmacca I (USP). B | cBETO3aLIUTHOTO CTEK/A KOPHYHEBOTO
BEpXHEH YaCTW aMIIy/lbl HAHECEHBl | WIM  TEeMHO-KODUYHEBOrO  LBETA
KONBLIO W TOouka A pasnoMa. Ha | kmacca I (USP). B Bepxueii yactu
aMIIyJly HaKJIEHBAIOT STHKETKY. aMIyssl HaHECeHbl KONbLUO M TOYKA
ITo 10 amMmyn ¢ wmHCTpyKLMe# mo | s pasnoma. Ha ammyny HaKJieMBaroT
NpHUMEHEHHIO MIOMELIAIOT | 3THKETKY.
B [IBX/amoMunueBslit GnucTep. ITo 10 amnyn ¢ WHCTpyKLMEH [10
ITo 1 6nucTepy B MauKy KAPTOHHYIO. | NPHUMEHEHHIO OMEIAI0T
B [IBX/anoMuHuUeBEIi GiucTep.
[To 1 6nucTepy B Mayky KapTOHHYIO;
IUlZ  CTalMOHapoB: mo 2, 3, 5
61MCTEPOB B NAYKy KApTOHHYIO.
ITo 1 6aucTEPY B MAYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBeTcTBHM ¢ H]I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammuniensom
XpaHeHue OT CBETA MECTe NpH TeMIieparype He Bbllle 25 °C. He 3aMmopaxuBark.
16 Shelf-life / Cpok rognocTu 3 years. / 3 rona.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlponykT cooTBeTcTBYET TpeGoBanusM HJT 3axmovyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroropneno: Ankit ’ﬁposepeﬂo: ka OnobpeHo: Menemxkep / Pykosoaurens
m (}E‘ Manoj Kumar \,Qﬂ;_-(l
Reprint Date / Reprint Date / ' Reprint Date / -
Hara: 11.03.2024 Hara: 11.03.2024 Hara: 11.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxr: Ketopon" (keTopoJiak) pacTBop Juis BHYTPUBEHHOIO ¥ BHYTPHMBILIEYHOTO BBeIeHHs, 30 mr/mu
Batch No / 1 V240114 Batch Quantity / 2 272727 ampules /
Cepus Ne Oo0BbemM cepun 272727 amnyn
Analytical Report No / : 040002448912 Date of Analysis / : 11.03.2024
AHanuTHYecKHH oTueT No HaTta anannza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npou3BOACTBa Togen go
Analysis performed according ND / Auanu3s nposeaen mo HJI: JII1-001365-170222
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API name / HaumenoBanue A®C: Ketorolac tromethamine / Ketoponaka TpomMeramnn
INN / MHH: . Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npoussoantenn ADC: ABQH005022,ABQH005596
FP Manufacturer API Batch number /
Homep cepuu eyderanmin nponsroautens [JID: FEQA00497, FEQA00499
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoautens A®C, cTrpana: H-p Pennu'c Jlaboparopue Jlta.. Muans
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Ipumeuanue: ITpoaykr cooTBercTByeT Tpeboranuam HJT 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Ankit ~ “TIpoBepeHo: kﬁr_ﬁ Onobpeno: Menemiep / PykoBoantesnb

; / Apdell— Manoj Kumar Yoo Zémﬂ .
Reprint Date / Reprint Date / Reprint Date / =
Hara: 11.03.2024 Hara: 11.03.2024 Hara: 11.03.2024




