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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| poaykT: Ketopon™ (keTopo/iak) pacTsop Ais BHYTPHBEHHOIO H BHYTPHMBILICHHOTO BBeAeHHs, 30 Mr/mn
Batch No/ : V240276 Batch Quantity / : 272727 ampules /
Cep#ia No OGbeM cepHH 272727 ammyn
Anallytical Report No / : 890001732351 Date of Analysis / : 30.04.2024
Anaauruyeckuii orger Ne Jara anannia
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
Jara npon3BoaCcTBA Togeu no
Analysis performed according ND / Auanus npoeeaen no HJI: JIIT-001365-170222

Papel of 5/ Crp.1u3 5

1}:’ Test / [lokasaTens Results / Pe3yabTaThl Specification / Hopma
1 Description / Onncanue Clear colorless solution. / | Clear colorless to pale yellow solution.

IpozpaHsiii 6ecliBeTHBIA pacTBOP.

/ TlpospauHbid OeCUBETHBIH WWIH
CBETJIO-XKENTHIH pacTBOp.

2 Identification /
IToanuuHOCTL

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
YHEPXXUBAHUS OCHOBHBIX ITUKOB HA
XpOMATOrpamMme UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
YIEPXHUBAHUA OCHOBHBIX IIMKOB Ha
XPOMATOrpaMme CTaHZAPTHOTO
pacTBOpa KeTopoJiaKka TPOMETaMHHA
u HaIMpOKCEHa (pazmen
«KonudecTBeHHOE ONpefeneHue»)

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) /  BpemeHa
yNEp)XHBaHUsI OCHOBHEIX ITMKOB Ha
XpOMaTOrpamMmme HCIIBITYEMOTO
PacTBOpa HOJDKHBI COOTBETCTBOBATH
BPEMEHaM YIEpPXXHBaHHA OCHOBHEIX
HKOB Ha XpOMaTorpamMMe
CTaHIAPTHOIO pacTBOpa KeTOpoJIaka
TPOMETAMHHA U HarnpoKceHa (pasmiel
«KonuyecTBEHHOE OMPENETIEHHE)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUHA
npenapara He JOJDKHA IPEeBbIlIaTh
ONAJECLEHIMIO 3TAIOHA cpaBHeHUA L.

4 Color / IIBeTHOCTE 0.04 Not more than 0.20 at 430 nm. /
He 6omee 0,20 npu [UTMHE BOIHBI
430 aM.
5 pH 7.36 From 6.9t079./0T16,9 no 7,9.
6 Particulate matter / Mexaunueckue BKIIHYeHHS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumedanue: ITponykT coorercTyeT TpeGoBanuam HJI 3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTroenexo: Santosh ITpogepeno: Pardeep Kumar | Opgobpeno: Menemxep / PykosoauTens
Kumar Maurya (;)_6; 7 Amit Kumar ,:,,.

('" : i
Reprint Date / Reprint Date / Reprint Date / i
Jara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJITH3A

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

Hponyst: Keropon™ (keroposiak) pacTiop U BHYTPHBCHHOTO M BHYTPHMBILICYHOTO BBCACHIA, 30 Mr/mn
Batch No/ : V240276 Batch Quantity / : 272727 ampules /
Cepsiz Ne Ob6nem cepnn 272727 ammya
Analytical Report No / 1+ 890001732351 Date of Analysis / : 30.04.2024
AnasarHyeckHii oTyer Ne JlaTa anajan3za
Date of Manufacture / : 04/2024 Date of Expiry / + 03/2027
Jara npoussoicTea Topen jno

Analysis performed according ND / Anayin3 uposejien no HJI: JIT-001365-170222

Page 2 of 5/Crp. 23 5

i:' Test / IlokazaTens Results / Pe3ynbTaThl Specification / Hopma
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuanuMbie 4acTHUBL B cooTBETCTBHH C TpEOOBaHUAMA.
6B Invisible particles /
HeBuayuMble 9acTULb]:
i. Particles> 10 pm/ 11 not more than 6000 per ampoule /
YacTHl pazMepom > He Gonee 6000 Ha aMITyILy;
10 MkM
ii. particles > 25 pm / 00 not more than 600 per ampoule /
YAaCTHUL pa3sMEPOM > pe 6anee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTBeHHbIE NPHMECH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Gosee
0,20 %;
Impurity B / Ilpumecs B Not detected / He o6Hapyxena not more than 0.50 % / He OGonee
0,50 %;
Impurity C / IIpumecs C Below LCQ (LOQ = 0.033%) / not more than 0.50% / He 6omee
Hrke mpezena KOJTHUECTBEHHOIO 0,50 %;
onpenenenus (ITKO = 0.033%)
Tmpurity D / TTpumecs D Below LOD (LOD =0.014 %)/ not more than 0.20 % / He Oonee
Humxe npeaena obHapyxenns (110 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuHuuHas HeuaeATAGUIR- o 0,20 %.
poBaHHasx IPUMECh 0.06%

Remarks : The Product confirms to ND/
[Mpumeyanue: [IpomykT cooTBEeTCTRYET Ipedosanuam HII

Conclusion ; APPROVED /
3acmouenue: OJJOBPEHO

Jara: 30.04.2024

Jarta: 30.04.2024

Hara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBnexo: Santoj’ Iporepeno: Pardeep Kumar | Opofpeuo: Menemiep / Pyﬁ&nmﬂm
Kumar Maurya ¢ Amit Kumar o

& — PG . /
Reprint Date / Reprint Date / Reprint Date / i
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CERTIFICATE OF ANALYSIS
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CEPTHO®HKAT AHAJIH3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Mpoayxkr: Ketopon™ (ketoponak) pacTBOp 1S BHYTPUBEHHOrO W BHYTPHMbIIEHOTO BBE/ICHNA, 30 Mr/ma

Batch No/ 1 V240276 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepiit 272727 amnyi
Analytical Report No / :+ 890001732351 Date of Analysis / : 30.04.2024
AnauTHYECKHH oT4yeT No JlaTa aHAIH3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoH3BOACTBA T'ojen o

Analysis performed according ND / Ananus nposeiesn no HJI: JIT1-001365-170222

Page3 of S/Crp.3 835

1;.:' Test / IlokazaTeb Results / Pe3y1bTaTh! Specification / Hopma
Total impurities / Cymma 0.21% Not more than 1.50 % / He 6oiee
npuMmecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BjekaeMblii 06Lem He menee Homuuansoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHble <=0.725 EQ/mMr tromethamine. / He 6onee 5,8 EQ/Mr
IHAOTOKCHHBI KETOpOJNaKa TPOMETaMHUHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh

CTepHIABHOCTD (INA KAXKAOM CTEPHIILHBIM.
15-oii cepun)
1;.? Test / Iloxa3aTens Results / Pe3yabTaThl Specification / Hopma
11 Assay / KonmmuecTBeHHOe 29.27 mg/29.27 mMr From 27.0mg to 330mg of
onpejeneHue C15H13NO3 CsH 1NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27.0 Mr
o 33,0Mr CisHisNOs CHi1NO;
{KeTopoJiaka TPOMETaMHMR) B 1 MIL.

12 Alcohol content / ITanon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
TpuMenanne: TIponykT coaTrReTeTRYET TReGoBarHaM HII

Conclusion : APPROVED /
Zarawuenne: OJOLPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MogrotoeneHo: Santoshe IpoBepeno: Pardeep Kumar | OnoBpeno: Menéiep / Pykoeoaurens
Kumar Maurya Q f Amit Kumar ot

D@—“ ' //
Reprint Date / Reprint Date / Reprint Date/ '
Jata: 30.04.2024 Jara: 30.04.2024 Jara: 30.04.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayrT: Keropon™ (keropo/ax) pacteop AN BHYTPHBEHHOTO ¥ BUYTPHMbILICHHOTO spenerns, 30 Mr/mi
Batch No / : V240276 Batch Quantity / : 272727 ampules /
Cepnsa Ne O6bem cepun 272727 aMnyn
Analytical Report No / :+ 890001732351 Date of Analysis / :+ 30.04.2024
AHaJuTHYECKHH oT4eT No JlaTa aHAJIH3A
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara npon3soacTea Iogen go
Analysis performed according ND / Ananns nposeaen mo HJL: JI1-001365-170222

Paged of S/Crp. 413 5

'1:,3 Test / Moka3zaTens - Results / PesyasTaThl Specification / Hopma
13 Packaging / YnakoBka 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 lo | 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, S blisters
Mo 1 w1 B awmnynsl ®3 | inacarton pack./
CBETO3alUTHOTO ctekna | Ilo 1 Mo B aMIOyJdbl U3
xopuunesoro knacca I (USP). B | CBeTO3aIMTHOIO CTEKIa KOPHYHEBOIO
BEPXHEH YacTH aMOy/Nbl HAHECEHbl | WIM  TEMHO-KOPUYHEBOr0  1IBCTa
KOJMBIIO M Touka And pasnoma. Ha | kmacca I (USP). B BEpXHEH 4acTH
aMIIyJly HaKJIEHBAKOT 3THKETKY. aMOyJbl HaHeCceHbl KOJNBbLO M TOYKa
Mo 10 ammyn ¢ MECTpyKuMe# no | mns pasnoma. Ha ammnyiy HakJIeHBaIOT
HIPUMEHEHHUIO NOMEILAT | 3THKETKY.
B [IBX/amoMuHHeBbIH 61MCTED. ITo 10 ammyn ¢ HHCTPYKIMEH mno
ITo 1 6nucTepy B MayKy KapTOHHYIO. | TNPHMEHCHHIO IOMELIAIOT
B [IBX/amomuHueBblit Gnucrep.
ITo 1 6aKMcTepy B NauKy KapTOHHYIO;
i  craluoHapoB: mo 2, 3, 5
BGIHCTEPOB B NAYKy KapTOHHYIO.
14 Labelling / Mapkuposka According to ND / B cootercTanu ¢ HJL.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aluniieHHOM
XpaHeHue OT CBeTa MecTe NpH Temieparype He oiure 25 °C. He 3aMOpaXUBaTh.
16 Shelf-life / Cpox roanocTH 3 years. / 3 rona.

Remarks : The Product confirms to ND/

Ipumeuanue: Ilponykr coorsercTayer TpeGopatnsy HI

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Santosh INposepero: Pardeep Kumar | Onobpeto: MeHemkep / Pykosonutess
Kumar Maurya \f Amit Kumar R

= - Pl
Reprint Date / Reprint Date / Reprint Date /
Iara: 30.04.2024 Jata: 30.04.2024 Tara: 30.04.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoAyKT: Ketopon™ (xeToponak) pactsop Ut BHYTPHBEHHOIO M BHYTPUMEIIETHOIO BBEACHHT, 30 mMr/mn
BatchNo / : V240276 Batch Quantity / 2 272727 ampules /
Cepsin Ne O6nem cepun 272727 amnyn

Analytical Report No / : 890001732351
Apajnraueckuii oryer Ne

Date of Analysis / : 30.04.2024
JaTa ananauza

Date of Manufacture / + 04/2024
Jlar2a npou3BOACTBA

Date of Expiry / : 03/2027
Togen po

Anallysis performed according ND / Anaigns nposeaer mo HJL: JIT1-001365-170222

PageS5of 5/Cip.5u3 5

API name / Haumenobanne A®C:

Ketorolac tromethamine / Keroposiaka TPOMETaMMH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepunt nponssoautens APC:

ABQH006832

FP Manufacturer API Batch number /
Homep cepun eyGeranuni npoussogurens LJI@:

FEQA00569

API Manufactured by & country /
Tpon3eoautenb APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penpu'c Jla6opatopuc JIta., UHaus

Remarks : The Product confirms to ND/
Ipumeyanne: ITpoxykT cooTBeTCTBYET TpeboBanmsiM H/T

Conclusion : APPROVED /
Baxaouenne: OJOBPEHO

Prepared by / Checked by /
IMoaroToBneHo: Sanm%}ié_ Ipogepeno: Pardeep Kumar

Kumar Maurya $
e d___ =

Approved by: Manager/Executive /

Opnobpeno: Menexep / P)-'}\Er_;'omrrem.

Amit Kumar s
o

Reprint Date / Reprint Date /
Jara: 30.04.2024 Hara: 30.04.2024

Reprint Date /
Jara: 30.04.2024




