Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJNM3A

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Keroposn™ (keTopojiak) pacTeop [t BHYTPUBEHHOIO M B yTPHMBIIEHHOIO BBeAeHUs, 30 Mr/mit
|Batch No / : V250543 Batch Quantity /  : 454545 ampules /
Cepns Ne O6bem cepun 454545 ammy.n
Analytical Report No / : 890001821872 Date of Analysis / : 16.07.2025
AHaJiaTHYeCKHH oTdeT No Jara anajuza

Date of Manufacture / : 06/2025 Date of Expiry/  : 05/2027
/laTa NpoH3BOACTBA T'oaen o

{Analysis performed according ND / Anaaus nposeaen mo HJI: JIT1-001365-230124

Page 1 0of 5/ CTF. 1n3S

Ilpo3paunelii GecLBETHBINH pacTBOD.

| color
| pncTpop oT HecupeTIOro A0 CBeTJIO

solution. / IIpo3pawusii

KETTOrO LBerd.

| =0 i
I;,: Test / INokazaTeJib Results / PesynbTaTsl Specification / Hopma
1 | Des_cr_iption/OnncaHue Clear  colorless  solution. / | Clear colorless to slightly yellow

2 ' Identification /
IToanuHHOCTL

HPLC / B3XX

Complies as prescribed/

CoOTBETCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena
yIOepXXKHBaHUs OCHOBHBIX MMKOB Ha
XpoMaTorpamme HCTIBITYEMOT 0
pacTBOpa LOJHKHBI COOTBETCTBOBATE
BpEMEHAM yAEP/KHBAHUS OCHOBHBIX
ITHKOB Ha XpOMaTOIpaMme
CTaHIapTHOro pacteopa (pasmen
«KomuyecTBeHHOE OMpeIeeHHE)

TV - spertraphatnmetry /

Y®-cnekTpohoTOMET pUs

Camplies as prescrihed/

CooTeeTcTBYET

IV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have ahsorption
maxima at 322 + 2 nm / YO®-
COEKTPBI IIOT IOILEHNS
UCIIBITYEMOro PacTBOpa U pacTBopa
CTaHAapTHOro obpasla KeTopoyaka
TpoMeTaMuHa B obmactu or 200 10
400 HM IOJDKHBI UMETh MAKCUMYMBI
NOTJIOIIEHHs mpy 32242 HM.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTeeTcTBYET Tpedoransm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

i

Ioarororneno:Yoges h (Chauhan

Checked by/
ITporepeno: Pardeep Kumar

of—

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar A

Nz

Reprint Date / %~
Hata: 16.07.2025

Reprint Date /
Hata: 16.07.2025

Reprint Date / v
Hata: 16.07.2025
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

IIpoaykr: KeTopon_‘"’ (xeToponak) pacTeop A1 BHYTPHBEHHOI'O U BHYTPUMBIILIEYHOTO BBC1CHUS, 30 mr/mn
Batch No/ : V250543 |Batch Quantity /  : 454545 ampules /
Cepus Ne |O6bem cepun 454545 ammyn

Analytical Report No /
AHanaHTHYECKHH oT4eT Ne

: 890001821872

JaTa

| Date of Analysis / 1 16.07.2025

AHaJIn3a

Date of Manufacture/
Jlara npousBoacTBa

: 06/2025

Date of Expiry/
Toxen oo

s 05/2027

Analysis performed according ND / Anannz nposeaen mo HJI: JII1-001365-230124

Page 2 of 5/ CTp. 213 5 _

|
i.f Test / [Toka3zareb Results / PesyapTaTni Specification / Hopma
I8 Clarity / Ilpo3paunocTh Complies / CooTBeTCTBYET The opalescence of the szgple
| should not exceed opalescence of
| retercnoc suspongion 1./
Onanccucui npenaparty e
JIOJDKHA TPEBBIIIATD ONAIECLICHLMIO
JTalloHa cpaBHeHus L
4 Color / llBeTHOCTD 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
' [TorolieHre qODKHO OBITH He
6oJee 0,20 npH [UIMHE BOJIHBI
430 HM.
5 pH 74 From 6.9 to 7.9./0T 6,9 o 7,9.
6 Particulate matter / Mexanuyeckue BKJIIOUEHUsI
" 6A | Visible p_articles / | Complies / CooTseTcTBYET Should correspond to requirements.
BunuMele yacTHLb! /
R cOOTRETCTRUN ¢ TPEGORAHUAMM.
6B Invisible particles /
HeBuauMble yacTHIBL
1. Particles > 10 pm/ 68 not more than 6000 per ampoule /
| YacTtui pasmepom > He Bonee 6000 Ha amnyiy;
10 mkm
il. particles > 25 um/ 01 not more than 600 per ampoule /
4acTUL] pa3MEPOM = He 6osee 600 Ha ammy.ty.
25 MKM
7 Related substances / PogcTBeHHbIe npuMecH
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykr coorsercTByeT TpeboBanusaM HJ[ 3akmouenne: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[MoaroroeneHo:Yoge sh Chavhan | [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
/ Y QL’" Amit Kumar -
i = =t
Reprint Date / Reprint Date / Reprint Date / I
Hara: 16.07.2025 Hata: 16.07.2025 Hara: 16.07.2025
hew: S-5-2583. Roas i aqd = SOG0E, Telo g, ikl
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Dr.Reddy’s Qf:“.

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIN3A

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

Keropon"™ (keToposak) pacTBOp 11l BHYTPHBEHHOTO W BHYTPHMBILIEHHOr0 BBEAEHHs, 30 Mr/mn

|Batch Quantity /
O60neM cepuH

: 454545 ampules /
454545 amnyn

AHanUTHYEeCKHH oTyeT Ne

Product:/

Ipogykr:

Batch No/ : V250543
Cepus Ne -

Analytical Report No / : 890001821872

Date of Analysis /
Jlara aHaJM3a

: 16.07.2025

Date of Manufacture/
Jara npoH3BoAcTBa

1 06/2025

Date of Expiry /
Topen go

: 05/2027

Analysis performed according ND / Anann3 nposeaen no HJ/I: JII1-001365-230124

|
] I;.:’ Test / Iloka3zarenb Results / Pe3yanTaTel Specification / Hopma
' | Impurity A/ IIpuMech A Below LOQ (LOQ = 0.049%) / not more than 0.20 % / ne Gonee
Hmxe npenena kOJMYECTBEHHOTO 0,20%:; |
anpenenewms (TTIKO = () 049%4) . - [
Inpurity B / [Tpumecs B not o than 0.50% / e Guice
Below LOD (LOD = 0.014%)/ 0,50 %;
Huxe npenena obHapyxenus (ITO =
0.014 %)
Impurity C/ INpumecs C Delow LOD (LOD = 0.010%)/ 30; 0r;/1(>.re than 0.50% / ne Gonee
Hiwke npepena obHapysxenus (I10= il
0.010%)
3 0
Impurity D /ITpumecs D Below LOD (LOD = 0.014 %) / goéoraore than 0.20% / ne 6Gonee
Hixe npeaena o6Hapyxenus ([10= ’ '
0.014 %)
Individual unidentified Not more than 0.20 % / He 6onee
impurity / ETMHHYHasA 0.09% 0,20%.
HeMIECHTHUO HIIMpOBaHHAS
pHUMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
U3Bnexaemblii 06bemM measured volume of 10 ampoules) /
He Menee 10,0 M1 (00bewm,
H3MepeHHbIN Ha OCHOBaHUU
00BeIUHEHHOTO comepXuMoro 10
aMITy)

Page 3 of 5/ Crp. 313 5

Remarks: The Product confirms to ND/
IIpumeuanue: IlponykT coorBeTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hata: 16.07.2025

Hata: 16.07.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Yo gesh Chauhan | [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoourens
/./ r Amit Kumar e
¥ i S B i =
Reprint Date/ Reprint Date / Reprint Date / J

JHara: 16.07.2025
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Dr.Reddy’s ‘3. 5

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

JlaTa npon3BoACTBA

T'oxen mo

' Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 3_0mg/ml :
IIpoaykr: KeTopon"" (KeTo_ponaK) PacTBOP [Tl BHYTPUBCHHOIO W BHYTPUMBIILICYHOTO BBEACHHS, 30 E/M.ﬂ_ |
Batch No/ : V250543 Batch Quantity/ : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No/ -: 890001821872 Date of Analysis/ - : 16.07.2025
AHaJHTHYeCKUH oT4yeT Ne Jara anaiuza

Date of Manufacture / : 06/2025 Date of Expiry / 2 02027

Analysis performed according ND / Anam3 nposeaen no HJI: JII1-001365-230124

Page 4 of 5/ Crp. 415

| NN(: Test / ITokazaTeJib Results / Pe3ysbTaThi Specification / Hopma
) Bacterial endotoxins / ' <=0.725 EU/mg | Not more than 5.8 EU/mg of
BakrepuanbHbie | /<=0.725 ED/mr | Ketorolac Trometamol. / He 6onee
| IHAOTOKCHHbI i 5,8 EImr KETOpOonaKa
r' TpOMETaMIHa.
10 Sterility (every 15th b;tch; il NA Must be sterile. / [lomked ObiTh
CTepuabHOCTDL (O051 KaxA0i CTEPUJIBHEBIM.
15-oii cepun)
|
11 Assay / KonnyecTBeHnoe 30.12 mg /30.12 mr From 270 mg to 33.0 mg of
onpejeieHne C9H24N206 (Ketorolac
Trometamol) per 1 mL / Or 27,0 mr
10 33,0 Mr CppH23N2Og (keToponaka
II TpOMeTaMon) B 1 M.
12 | Alcohol content / Jranon 12.07 % From 10.60 % (v/v) to 13,10 % 1
. (iv). / |
Or 10,60 % (06/06) mo 13,10% 3
' (06/06).
13 1 mL in class 1 light-shielding dark | 1 mL in class I (USP) light-shielding

Packaging / ¥YnakoBka

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 wvn B amoynsl M3
CBETO32LIMTHOTO CTEKIa TEMHO-

xopuuHeBoro kmacca I (USP). B

dark amber glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a
carton pack /

o 1 w1 B
CBETO3allIUTHOTO

aMITY JIBI M3
CTeKJla TEMHO-

Remarks: The Product confirms to ND/

ITpumeuanue: Ilponykt coorsercTayeT TpebosanusM HJL

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive/
IMogroroenem: Yogesh ( "hauhan | [Tporepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykosoaurens
; ‘ Amit Kumar \
it/ O-f-/’ e
Reprint Date / - Reprint Date / Reprint Date / .
Hata: 16.07.2025 Hara: 16.07.2025 Jara: 16.07.2025
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHUO®HKAT AHAJIM3A

Jara npousBoacTBa

Tomen no

| Analysis performed according ND / Anaqms nposenex no HJI: JIIT-001365-230124

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

IIpoaykr: Ketopon"(keToponak) pacTsop Wi BHYTPHBEHHOTO ¥ BHYTPHUMBILIEHHOrO BBEAEHHUS, 30 Mr/mn
Batch No/ : V250543 Batch Quantity /  : 454545 ampules/
Cepusa Ne O6nbem cepHm 454545 ammyn
Analytical Report No / : 890001821872 Date of Analysis / : 16.07.2025
AHAJHTHYECKHI OTYeT Ne Jara anajmza

Date of Manufacture / : 06/2025 Date of Expiry / s 0542027

No
Ne

Test / ITokazareb

Results / Pe3ybTaThl

Page 5 of 5 /Ctp. 5u3 5

Specification / Hopma

14 Labelling / Maplcnpom_ca

BEpXHEH 4YacTH amnysbl HaHECEHBI
KONBLlIO M Toyka Ui passioma. Ha
| aMmyny HAKACUBAIOT JTHKCTICY.

llo 10 ammyn ¢ HUHCTpykuuel IO
TIPUMEHEHHIO MTOMELLAIOT
B [IBX/anroMuHueBEId GancTep.

ITo 1 6mmcrepy B NauKy KapTOHHYIO.

!
|
|
1
|

KopmHeBoro ugeta kinacca I (USP).
B BepxHell 4acTH amny bl HaHECEHbI
KOMNLLUO ¥ TO'IKA U1 padjioma. ila
aMryJy HaKJICHBAIOT STUKETKY.

Ilo 10 ammyn ¢ HHCTpyKLUMEH IO
IPUMEHEHHIO B
[1BX/amomunuersiii  Ommctep. Ilo
1 6aucTepy B mavyky KapTOHHYIO;
ona cmayuonapog: mo 2, 3, 5
OJIMCTEPOB B NAYKy KapTOHHYIO.

According to ND / B coorercteun ¢ HJI.

15 Storage conditions /
XpaneHne

In a place protected from light below 25 °C. Do not freeze. / B 3aiumensom
OT CBETa MecTe Mpu TemnepaType He Boiue 25 °C. He 3aMOpa’kHBaTh.

16 Shelf-life / Cpok roaHocTH

2 years. / 2 rona.

API name / Hanmenosauune ADC:

Ketorolac Trometamol / Keroponaka TpomeTamon

INN /MHH:

Ketorolac / Ketoponak

' API manufacturer batch number/
Homep cepuit nponssoaurens ADC:

2K TM0010125

FP Manufacturer API Batch number/
Homep cepun cy6cTanumu npouspoantens I'JID:

FESA00073

API Manufactured by & country/
IIpouseoautens APC, cTpaHa:

Symed Labs Ltd., India/
Catimen Jlaoce JIta., Uumus

Remarks: The Product confirms to ND/

IIpumeuanne: 1IpoaykT cooTBeTCcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Honromanem:?;gesh (“hauhan
7

Checked by/
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurens
Amit Kumar 5 ) \

“H\\“’. —

' b
Reprint Date /
Hata: 16.07.2025

Reprint Date /
Jlata: 16.07.2025

T

Reprint Date /
Jata: 16.07.2025




