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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IlpoaykT: Ketopon™ (keToponak) pacTsop s BHYTPHBEHHOTO BHYTPHMBILIEYHOrO BReASHUS, 30 Mr/mu
Batch No / : V240116 Batch Quantity / 1 272727 ampules /
Cepna Ne Ob6wem cepuu 272727 amniyn
Analytical Report No / : 890001724178 Date of Analysis / : 15.03.2024
AHajnTHYecKn i oTyer Ne Jara anaiusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jlara npoussoacrsa Togen g0

Analysis performed according ND / Anasns nposegen mo HJI: JITT-001365-170222

Page 1 of 5/ Crp. 1135

i‘? Test / IokazaTtens Results / PesynabTaTei Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clearcolorless to pale yellow solution,
I[Mpo3payHmrit CBETNO-KenThlli | / [Ipo3paunblii  OGecUBETHBIH MM
pacTsop. CBETIIO-KENTHIIT PacTBOP.

2 Identification /
HoanuuuocTh

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) / BpemeHa
YAEPXUBAaHUI OCHOBHBIX [HKOB Ha
XpoMaTorpamme HCIIBITYEMOIO
pacTBOpa COOTBETCTBYIOT BpEMeHaM
YOCPKHUBAHHUA OCHOBHLIX IIMKOB Ha
XpOMaTorpamMme CTaHAAPTHOTO
pacTBopa KeToposiaka TPOMETaMHHa
U HalpoKceHa (pazmen
«KonuvecTBeHHOE OnpesieneHHe»)

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
YOEP)KUBAHHUS OCHOBHBIX IIMKOR Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBOpa JOIKHBI COOTBETCTBOBATH
BPEMEHAM YHEP>KUBAHMA OCHOBHBIX
MHKOB Ha XpoMarorpaMme
CTaHAaPTHOTO PAacTBOpa KETOpoNaka
TPOMETaMHHA M HallpOKCeHa (pasien
«KonnuecTseHHOE OMpeieneHues)

3 Clarity / IlpospaunocTb

Complies / CooTseTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuns
npenapara He JI0JDKHA [PeBbIINATh
OMAJICCIEHIHMIO 3TANOHA CPABHEHHA I,

4 Color / IseTHoCTL 0.04 Not more than 0.20 at 430 nm. /
He 6oiee 0,20 npu miiHe BOTHBI
430 um.

5 pH 7.34 From6.9t07.9./016,9 1o 7.9.

Remarks: The Product confirms to ND/
[Tpumeyanue: TTpoayKT cooTRETCTRYET TpeboBanuam HJT

Conclusion: APPROVED /
3akmoyenne: OJOBPEHO

Jlara: 15.03.2024

Hara: 15.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana | Ipoeepeno: Santosh Kumar Onobpeno: Menemrep / Pykosoaurens
Maurya an Abhishek Chauhan
)
Reprint Date / Reprint Date / Reprint Date / 3

Hara: 15.03.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKT: Keropon™ (keToposiak) pacTBOp JUlsl BHYTPUBEHHOTO H BHYTPUMBILIEYHOTO BBeNeHHUS, 30 Mr/Mn
Batch No / : V240116 Batch Quantity / : 272727 ampules /
Cepus Ne O61eM cepHu 272727 amnyn
Analytical Report No / : 890001724178 Date of Analysis / : 15.03.2024
AnaautHueckuii oruet Ne JaTa ananauza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BOACTBA T'onen g0

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / Mexann4deckue BKJIIOYEHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
Bunumele 4acTHLBI B cooTBeTCTBHH ¢ TpeOOBaHUAMM.
6B Invisible particles /
HeBuaMMBIE YaCTHIIBI:
i. Particles> 10 pm/ 34 not more than 6000 per ampoule /
YacTHi pazMepoM > He 6onee 6000 na ammyny;
10 Mxm
i, particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHIL Pa3MEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbl€ NpuMecH
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He O6onee
0,20 %;
Impurity B / IIpumecs B Not detected / He oGHapyxeHa not more than 0.50 % / He OGoee
0,50 %;
H 0,
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / 305t0 I(;(.)I'C than 0.50 % / He Oomee
Hwxe npepiena KoJIM4ecTBEHHOTO w0
0 enexus (ITKO = 0.033 %
Impurity D / [Ipumecs D SRSEEE ( ) not more than 0.20% / He Gonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hinke npenena obHapysxerns (I10
=0.014 %)
Any unspccified impurity / o Not more than 0.20 % / He Oonee
0.06%
Enunnunas HeuaeHTUHHLHK- 0,20 %.
pOBaHHas MpUMeCh

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboraHusM HJJ

Conclusion: APPROVED /
3akawuenne: OJJOGPEHO

Prepared by /
IToarorosieHo: Pravej: Rana

7.

Checked by /
ITpoeepeno: Santosh Kumar

Maurya CY\ ‘

—_—

Approved by: Manager/Executive /

Onob6peno: Menemxep/ PykoBoauresns

Abhishek Chauhan

!

Reprint Date /
Jara: 15.03.2024

Reprint Date /
JHata: 15.03.2024

Reprint Date /
Hara: 15.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and Intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keroponak) PACTBOP 711 BHYTPHBEHHOI'O M BHYTPHMBILIEYHOTO BBeeHHs, 30 Mr/mn
Batch No / 1 V240116 Batch Quantity / : 272727 ampules /
Cepusi Ne O0bem cepun 272727 ammyn
Analytical Report No / : 890001724178 Date of Analysis / : 15.03.2024
AHajuTHYecKkHii oTueT Ne Hara ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jarta nponssoscrea I'ogen mo
Analysis performed according ND / Anamuns nposexen mo HJI: JI1-001365-170222
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Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

. 8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL)/
H3pnexaemslii 06bem He menee HomuuansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanbhbie <=0.725 EB/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTOpoJlaKa TpOMeTaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jlomxen 6bith
CrepuabHocTb (115t KasKkI0#H CTEPUIIBHBIM.
15-0ii cepuu)
11 Assay / KosinuecTBeHuoe 29.89 mg/ 29.89 mr From 270mg to 33.0 mg of
onpejaeicHue CisHi3NO3- C4H;1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 MI C15H13NO3‘C4H11NO3
(xeToponaka TpomeTamun) B 1 M.
12 Alcohol content / ITanon 11.85 % From 10.60 % to 12.60 %. /
Ot 10,60 % 10 12,60 %.

Remarks: The Product confirms to ND/
[pumeuanue: [Mpomykr CoOTBeTCTBYET TpeboBannsim HJI

Conclusion: APPROVED /
3akmouenune: OTIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loxrorosneno: Praves}'x Rana | ITposepeno: Santo umar [ Onobpeno: Menemiep|/ PykosomuTesns
v Maurya Abhishek Chauhan | l

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.03.2024 MHara: 15.03.2024 Jara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 4—}
Ipoaykr: Keropon" (ketoponak) PACTBOP AN BHYTPHBEHHOIO M BHYTPHMBITHEUHOTO BBEACHH, 30 MI/M

Batch No / : V240116 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amniyn
Analytical Report No / : 890001724178 Date of Analysis / : 15.03.2024
AnanuTHyeckuii oryer Ne Hata anannsa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jdara nponssoacrea I'ogen no

Analysis performed according ND / Ananns mposeaen mo H/; JIT1-001365-170222
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13 Packaging / Ynakoska

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule,
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ilo 1 wMn B amnoyms  ws
CBETO3aLIUTHOrO cTeKna
kopuiHeBoro knacca I (USP). B
BEPXHEH 4acTU amIyssl HaHECEHbI
KONBLO M TOYKa i pasnmoma. Ha
aMIyIy HaK/IEMBAIOT STUKETKY,

Io 10 amnyn ¢ wuHCTpykumei mno
HNPUMEHEHHIO MOMELLAIOT
B [IBX/amomMunmeBbIii GrucTep.

ITo 1 6nucrepy B nauky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

o 1 wMn B avnymn s
CBETO3aIUUTHOTO CTEKNA KOPUYHEROTO
WIX  TEMHO-KODMYHEBOTO  I[BeTa
wiacca I (USP). B BepxHeii ugactu
aMITyJIbl HAHECEHB! KOJIBLO M TOYKa
[ pasnoMa. Ha amnyny naxineusaior
3THKETKY.

[To 10 ammyn ¢ wuHCTpykumeii no
MPUMEHEHUIO TIOMEIIAI0T
B [IBX/amomunueBsiii 6nuctep.

Ilo 1 6auctepy B mauky KapTOHHYIO;
AN CTallMOHAapoB: mo 2, 3, 5
6IMCTEPOB B NAYKy KAPTOHHYIO.

ITo 1 6nucrepy B mauxy kaprosmnyio.

14 Labelling / Mapkupopka

According to ND / B cooTBeTcTBMH ¢ HAO.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze, / B 3amumenHom
OT CBeTa MECTE NPH TeMIIepaType He Bhime 25 °C. He 3aMOpaX<UBaTh.

16 Shelf-life / Cpok rognocTn

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
[Tpumeyanne: [poaykr COOTBETCTBYET Tpedoranmam HJJ

Conclusion: APPROVED /
3akimoyenne: OJJOBPEHO

Jara: 15.03.2024

Jlara: 15.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana IMposepeno: Santosh Kumar Onobpeno: Menemwxkep / Pykosoaurens
J Maurya Z Abhishek Chauhan K
4 = )
Reprint Date / Reprint Date / Reprint Date /

Jara: 15.03.2024
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Keropon” (keroponak) PACTBOp 47151 BHYTPHBEHHOTO W BHYTPHMbILIEYHOTO BBEAEHHs, 30 Mr/mT
Batch No / : V240116 Batch Quantity / : 272727 ampules /
Cepus Ne O6neM cepun 272727 amnyn
Analytical Report No / : 890001724178 Date of Analysis / : 15.03.2024
AHAJTHTHYECKHH oTYeT Ne Jata anannsza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jlara nupousBoncrea T'omen go
Analysis performed according ND / Auanus nposenen no HJ: JIT1-001365-170222

PageSof 5/ Crp.5m3 5

API name / HaumenoBanue A®C: Ketorolac tromethamine / Ketoponaia TPOMETaMHH |
INN / MHH: Ketorolac / Kertoponax
API manufacturer batch number /
Homep cepun npoussomnrenss AOC: ABQH005596
FP Manufacturer API Batch number /
Homep cepun cyGeranunn nponssogutens IJI@: FEQA00499
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussonurens A®C, crpana: J-p Pequti'c JlaGoparopunc Jlta., Unaus |
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
lpumeuanue: Mpoaykr cooTseTeTBYeT Tpebosaniam HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana Ilpoeepeno: Santosh Kumar Onobpeno: Menenxep / PykoBomurens
Maurya ‘ Abhishek Chauhan

. A A
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.03.2024 Hara: 15.03.2024 Jara; 15.03.2024




