Dr. Reddy's Laborateries Ltd.

@& e
[ R FI " QSQ Formulation Unit-6
I‘“ane | ﬂek%}dy S ® Vill. Khol, Nelagarti Road, Badi,
Distt. Solan, H.P.. 173 205, N DIA
CERTIFICATE OF ANALYSIS . . ..91 901505500200
CEPTUHOUKAT AHAJIN3A wwve.drreddys.com

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

Mpoaykr: Ketopon®™ (keToposiak) pacTBop /uisi BHYTPHBEHHOIO ¥ BHYTPHMBILIEUHOTO BBeieHust, 30 mr/ma
Batch No/ : V250229 Batch Quantity / : 454545 ampules /
Cepus Ne 0O61beM cepuu 454545 ammya
Analytical Report No / + 890001800851 Date of Analysis/ : 10.04.2025
AHaJUTHYECKHH oTyeT Ne Jlara anaju3a

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

Jara npon3BoacTBa T'omen g0

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

Pagel of S/ Crp. 1 m35

No

No Test / IlokasaTtesn Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[TpozpauHslii GecLIBETHBIN PacTBOP. color solution. / [IIpo3paunbiii
pacTBop OT GecLiBeTHOrO 10 CBETIO-
KEJITOTO LBETa.

2 Identification / The retention times of the main
MoanunHOCTH peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
yIepP)KMBAaHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCMBLITYEMOTO
pacTBopa IOMKHBI COOTBETCTBOBATh
BpeMeHaM YACpXHBaHUs OCHOBHBIX
MTUKOB Ha XpoMaTorpamme
CTaHOapTHOTO pacTBopa (paszeln
«KonuuecTBEHHOE OMnpeneNeHUe))

HPLC / BOXX

CooTBeTCTBYET

UV- spectrophotometry / Complies as prescribed/ UV 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 absorption
maxima at 322 + 2 nm. / Y®-
CIIEKTPBI HOMTOIIEHHS
HCTIBITYEMOTO PacTBOpa W pacTBOpa
CTaHIapTHOro obpasla KeTopoJiaka
TpoMeTaMuHa B obsactu ot 200 g0
400 HM IONXKHBI UMETH MaKCUMYMBI
MOTJIOIIEHUs NpU 322+2 HM.

Y®-cnektpohoToMeTpHs COOTBETCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITponykt coorBeTcTBYeT Tpebosanuam HJI 3akawuenne: OJOBPEHO

Prepared by / 4 Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana | Ilpoeepeno: Pardecp Kumar | Onobpeno: Menemxep [ Pygoeoaurens
: = = Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / \
Jara: 10.04.2025 Jara: 10.04.2025 Jara: 10.04.2025

Registered Office: 8-2-337, Road iNo. 3, Banjara Hills, Hycerabad - 5060634, Telangana, india
Tel: 491 40 4900 2900, Fax; +91 40 4200 2999, Email: maii@drreddys.com
CIN: L85 195AP1984PLCONAS0T7
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Dr. Reddv's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nelagarh Road, Baddi,
Distt. Solan, H.F., 173 205, iHDIA

CERTIFICATE OF ANALYSIS 7o 5. 20000 5000102

CEPTUPUKAT AHAJIU3A

WAVW.Arr2days.com

Product : /

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

Hpoaykr: KeTopon® (keToponak) pacTBOp Ajs BHYTPHBEHHOIO U BHYTPUMBILIEUHOrO BBeIeHHs, 30 Mr/Mn
Batch No / : V250229 Batch Quantity / : 454545 ampules /
Cepuis N O0beM cepHH 454545 ammyn
Analytical Report No / : 890001800851 Date of Analysis/ : 10.04.2025
AHaJiuTHYeCKHii oTueT Ne JlaTa aHAa/IH3a
Date of Manufacture / ¢ 03/2025 Date of Expiry / : 02/2027
JlaTa npou3BoaCTBA T'onen o

Analysis performed according ND / Ananu3s nposeges mo HJI: JI[1-001365-230124

Page2 of 5/Ctp.2 w35

No

N Test / IToxazarenn

Results / PesynbTaTsl

Specification / Hopma

3 Clarity / IIpo3paunocTth

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHuys Mpenapara He
JIOJDKHA NPEBBILIATH ONAJIECLIE HIUIO
JTajioHa cpaBHeHus 1.

4 Color / lIeTHOCTH 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[MornoueHye OJXKHO OBITh HE
6onee 0,20 npu 1KMHE BOAHbL
430 HM.

5 pH 7.2 From 6.9 t0 7.9./ 01 6,9 0 7.9.

6 Particulate matter / MexaHuyecKHe BKJIIOYEHUS

6A Visible particles /
BuauMbie 4acTHIBI

Complies / CooTBETCTBYET

Should correspond to requirements.
/
B cooTBETCTBUH C TpeOOBAHUSMUL.

6B Invisible particles /
HeBunyMble 4aCTULIBL:

i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTtuy pa3mMepom > He 6onee 6000 Ha amITyny;
10 MxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTull pa3sMepoM > He 6onee 600 Ha amrmyny.
25 MKM

7 Related substances / PoacTBeHHBIE€ IPUMeECH
Impurity A / Tlpumecs A 0.09 % not more than 0.20 % / He Oonee

0,20 %;

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykT, cootBeTcTByeT Tpeboanusam H/L

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by / 9 Checked by / Approved by: Manager/Executive /

[oarorosneno: Pravesh Rana | Ilpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PyjkoBonuTens
= — Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / v

Jara: 10.04.2025 JHarta: 10.04.2025 Jarta: 10.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2907, Fax: +91 40 4200 2999, Email: maii@drroddys.com
CIN: LRS195AP L984PLLCODA507

wwasarredays.com
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Dr.Reddy’s Q,’.‘

Dr. Reddv's Laboratories Ltd.
Formulation Unit-6

Vill. Khoi, Malagarh Rozd, Baddi,
Distt. Solan, H.P, 173 205, iNDiA

CERTIFICATE OF ANALYSIS  fci: 9122165 200100
CEPTH®HUKAT AHAJIU3A wwwe.driedays.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hponykr: Keropon™ (keToponiak) pacTBop [Uisi BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOrO BBEACHNS, 30 Mr/mu
Batch No / 1 V250229 Batch Quantity / : 454545 ampules /
Cepnusa No O0BeM cepun 454545 amnyn
Analytical Report No / : 890001800851 Date of Analysis/ : 10.04.2025
ApayiuTHYecKHii oTueT Ne JMara ananusa

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa npon3BoACTBa T'open a0

Analysis performed according ND / Ananns nposegen mo HJI: JI[1-001365-230124

Page3of5/Crp.3m35

i.g Test / Iloka3aTeab Results / PesynbTaThl Specification / Hopma

Impurity B / IIpumecs B not more than 0.50 % / He Gonee
Not detected / He obnapysxeHa 0,50 %;

Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe nipenena o6napyxenus (I10 = 0,50 %;
0.010%)

Impurity D / [Ipumecs D not more than 0.20 % / He OGonee
Not detected / He obHapyxeHa 0,20 %.

Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He Gonee

impurity / ExnsidHas Hinke npesiena KOTHIECTBEHHOTO 0,20 %.

HeueHTHOHULHPOBAHHAs ompenenenus ([TKO = 0.05%)

NIpUMeECh

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee

npuMecei 1,50 %.

8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
HsBnexaemslii 00beM measured volume of 10 ampoules) /

He menee 10,0 M (o6beM,
U3MEpEHHbIN HA OCHOBAaHUH
06beMHEHHOTO coaepkumoro 10
amIryn)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepuajibHblie /<=0.725 E3/mMr Ketorolac Trometamol. / He Gonee
JHAOTOKCHHBI 5,8 EQ/mr KETOpoOJlaKa

TpOMeTaMHHa.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT gooTseTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / G
IToarororneHo: Pravesh Rana

Checked by /
ITporepeno: Pardeep Kumar

= =

Approved by: Manager/Executive /
Onobpeno: Menenzkep / PykosoanTelib
Amit Kumar

Reprint Date /

Reprint Date /

Jata: 10.04.2025

Harta: 10.04.2025

Reprint Date / 1
Jara: 10.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - £00034, Telangana, India
Tol: +91 40 4900 2900, Fax: +91 40 4€00 2999, Emoil: mali@drreddys.com

CIN: L85 195AP1984PLCUBA507

WA TEU0YS.COm




Dr.Reddy’s Q_‘:‘

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Khoi, Na rh Boad, Badal,

Distt, Solan, 173 205, iNDIA
CERTIFICATE OF ANALYSIS o/ 01 o0i60 5000002
CEPTHOPUKAT AHAJIM3A www.drredadys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Ketopon™ (keToposnak) pacTBOp /Ul BHYTPUBEHHOTO M BHYTPHMBILIEUHOrO BBEAEHUS, 30 Mr/ma
Batch No / : V250229 Batch Quantity/  : 454545 ampules /
Cep#n Ne Oo6beM cepHH 454545 amnyn
Analytical Report No / : 890001800851 Date of Analysis/ : 10.04.2025
AHaJurHYecKHi oTyeT No JlaTa anajan3a
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
J1aTA NPpOM3BOJACTBA T'ogen oo
Analysis performed according ND / Auaaus nposeaes no HJI: JI[1-001365-230124

Paged4of 5/Ctp. 4m35

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 /

I[lo 1 w™Mn B aMmnoyiasl U3
CBETO3aINUTHOTO CTEKIa TEMHO-
kopuyneBoro kiacca I (USP). B
BEpXHEH YacTH aMIyJbl HAHECEHEI
KOJIBLIO M TOYKa 1y paziaoma. Ha
aMIyJly HaKJIEUBaIOT TUKETKY.

ITo 10 ammysn ¢ HMHCTpYKUHEH IO
NPUMEHEHHUIO MOMEIaloT
B [IBX/amomuunesslii 6nucrep.

1;.? Test / Iloka3aTenn Results / PesyabTaThl Specification / Hopma
10 Sterility (every 15th batch) / Sterile / CtepuneH Must be sterile. / JlomxkeH OBITb
CrepuibHOCTD (A1 KaXKA0#H CTEPUIBHBIM.
15-o0ii cepun)
11 Assay / KonnuecTBeHHOE 30.77 mg / 30.77 mr From 27.0 mg to 33.0 mg of
onpeaeneHue Ci19H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr Ci9H24N2Og (keTOponaka
TpomeTamon) B 1 ML
12 Alcohol content / ITanon 11.83 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) 10 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding

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 /
Ilo 1 ™M1 B aMmIylsl M3
CBETO3AIMTHOTO CTeKJa TEMHO-

kopuuHeBoro usera kiacca I (USP).
B BepxHeif yacTH aMITyJIbl HAHECEHBI
KOJBLO M TOYka i pazioma. Ha
aMmyJy HaKJIEUBaIOT STHKETKY.

ITo 10 amMmyn ¢ UHCTPYKLIMEH IO
MPUMEHEHHIO B

Remarks : The Product confirms to ND/
[Mpumeuanue: IIponykf coorBeTcTBYET TpeboBanuam H/JI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMongroroeneHo: Pravesh Rana

2

Checked by /
IIposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwkep / Pykoroantens

| Amit Kumar NS =

Reprint Date /
Jara: 10.04.2025

Reprint Date /
Hara: 10.04.2025

Reprint Date / !
Jlata: 10.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 505634, Teiaigana, Indiz
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreadys.com

CIN: L85 195AP LOSIPLLCO04507
WL drredeys.eom




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories L.
Formulation Unit-6

Vill. Khoi, Malazarh Road, Baddi,
Distt. Solan, H.B., 173 205, ifDiA

e Yol S ats)

491 88168 5600104

CEPTHOPHUKAT AHAJIN3A wwiw.drreddys.com

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

IIpoaykr: Ketopon® (KeToponak) pacTBop [UIs BHYTPHBEHHOTO H BHYTPUMBILIEYHOrO BBeieH s, 30 mMr/mi
Batch No / : V250229 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6Bbem cepHH 454545 amnyn
Analytical Report No / : 890001800851 Date of Analysis/ : 10.04.2025
AnajuTnuecknii oTyer Ne Jata anasu3a

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa npon3soacraa T'open a0

Analysis performed according ND / Anann3 nposenes mo HJI: JII1-001365-230124

Page50f5/Crp.Sm35

1}? Test / [TokazaTenn Results / Pe3yabTaThl Specification / Hopma
[To I Gnucrepy B mauky kapronnyto. | [TBX/antomuHueBwtii Omuctep. Ilo
1 6nucTepy B Nadky KapTOHHYIO;
ons  cmayuoHapog. mno 2, 3, 5
OJIKCTEPOB B NMaYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cooterctBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHoM
Xpanenne OT cBeTa MecTe IpH TeMreparype He Bbiie 25 °C. He 3amopaxHBaTh.
16 Shelf-life / Cpok roanocTu 2 years. / 2 roga.

API name / Haumenosanue ADC:

Ketorolac Trometamol / Ketoposaka TpoMeTamon

INN / MHH:

Ketorolac / Ketopomnax

API manufacturer batch number /
Homep cepuu npounssoauresiss AQDC:

2K TM0601024

FP Manufacturer API Batch number /
HomMep cepum cybetanuuu npoussogurtens I'JID:

FERA00632

API Manufactured by & country/
IIpousBoauteas AD®C, crpaHa:

Symed Labs Ltd., India /
Catimen Jla6c JlTn., Uaons

ITonrororneno: Pravesh Rana | Ilpoeepeno: Pardeep Kumar

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanye: [IponyktycoorBercTBYeT TpeboBanusm HJI 3akaouenne: OJOBPEHO
Prepared by / .ff/ Checked by / Approved by: Manager/Executive /

Onobpero: Menejpiep / LPyKOBO,[IHTeJ'Ib
Amit Kumar |

Reprint Date /-
Jara: 10.04.2025

Reprint Date /
Jata: 10.04.2025

Reprint Date / !
Jara: 10.04.2025

Registered Office: 8-2-337, Road No. 3, Banjar: & Hills, Hvderabad - 560034, Telangana, lndis
Tel: 191 40 4900 2900, Fax: +91 40 4900 2999, Email: mal@drreddys.com
CIN: L8S195AP 1584PLCOOAS0T

wwaLdrredays.g
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