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CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt, Solan, H.P., 172 205, INDtA
Tel - +91 23166 56001-02

www.drreddys.com

CEPTHO®HKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpodykT: Ketopon™ (keToponak) pactsop /is BHYTPHBEHHOTO W BHYTPHMBIIIEYHOT0 BBeAeH s, 30 mr/ma
Batch No / : V250009 Batch Quantity / : 454545 ampules /
Cepun Ne O6bem cepun 454545 ammnyn
Analytical Report No / : 890001785092 Date of Analysis / : 16.01.2025
AHaJuTHYECKHH oTyeT No JlaTa aHa/u3a '
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
Jara Npou3BoICTBA Togen o
Analysis performed according ND / Anaaus nposegen o HJI: JII1-001365-230124

Pagelof 5/Crp. 1 m3 5

Complies as prescribed/

CoOoTBeTCTBYET

1}? Test / [TokazaTenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to slightly yellow
[po3paunblit GeCLBETHBIH pacTBOP. color solution. / Ilpo3pauHslii
pacTBOp OT GECLBETHOTO 110 CBET/IO-

KEJITOro LBETA.

2 Identification / The retention times of the main
IToaIMHHOCTH peaks in the chromatogram of test
HPLC / BKX solution should correspond to those

in the chromatogram of standard
solution (Assay section) / Bpemena
YIEPXMBAHUA OCHOBHBIX NMHUKOB Ha
XpoMaTorpamMmme HCTIBITYEMOTO
pacTBOpa JOKHEI COOTBETCTBOBATh
BpeMEHaM YAEPXKUBAHHS OCHOBHbIX
IHKOB Ha XpoMaTorpamme
CTaHOapTHOTO pacTBopa (pasgen
«KonuuecTBEHHOE OnpenesieHHe»)

UV- spectrophotometry /

V®-cnexTpodoTOMETPUA

Complies as prescribed/

CoOTBETCTBYET

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. / YO-
CIIEKTPEI MOTIOIIEHUS
UCIIBITYEMOrO pacTBoOpa U pacTBopa
CTaHAapTHOTO oOpasua KETopojaka
TpoMeTamuHa B obsacta ot 200 10
400 HM JOJKHBI UMETh MAKCUMYMBI
MOTNOIIEHNA NPU 322+2 HM.

Remarks : The Product confirms to ND/
[pumeuanue: ITpoaykT cooTseTcTRYET TpeboBanuam HJ

Conclusion : APPROVED /
3akmaouenne: OJOBPEHO

Hara: 16.01.2025

Jara: 16.01.2025

Prepared by / Checked by / Approved by: Manager/Execytive /

IMoaroroneHo: Santos [Ipoeepeno: Pardeep Kumar | Onobpeno: Menemwxep / Pygosoasrens

Kumar Maurya X N Abhishek Chauhan /
ST (

Reprint Date / Reprint Date / Reprint Date /

Iata; 16.01.2025

Registered Office: 8-2-327, Road iNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

0 4200 2900, Fax: +01 40 4000 2999,

Email: mail@drreddys.com

CiN: LA5195AP1984PLCO04507

wwiv. drreddys.com
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Dr. Reddy's Lahoratories Ltd
Formulation Unit-6

vill. Khol, Malazarn Road, Baddii,

Distt. Solan, H.P., 173 205, IND1A

CERTIFICATE OF ANALYSIS ¢! +91 28156 5600102

CEPTUGHKAT AHAJIM3A RECES S0

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

IIpoaykrT: Ketopon™ (keroponak) pacTBOp JUlsl BHYTPUBEHHOTO H BHYTPUMbILICYHOTO BBCACHHUS, 30 mr/mna
Batch No / : V250009 Batch Quantity / + 454545 ampules /
Cepuin Ne Oo6neM cepum 454545 amnyn
Analytical Report No / : 890001785092 Date of Analysis / : 16.01.2025
AHaJMTHYECKHIE oTueT No JlaTa anaau3a

Date of Manufacture / : 12/2024 Date of Expiry / : 1172026

JlaTa npoH3BoAcTBA I'ogen o

Analysis performed according ND / Ananus nposeaen no HJI: JI1-001365-230124

Page2 of 5/Crp. 2 135

1}3 Test / [Toka3aTenb Results / Pe3ynbraThl Specification / Hopma
3 Clarity / [Ipo3pauHocTb Complies / CooTBeTCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension 1. /
OnanecueHius npenapara He
JIOJKHA MPEBBIIIATh ONAJIECLIE HLHIO
sTanona cpaHeHus L.
4 Color / IlBeTHOCTDL 0.03 Absorbance should be not more
than 0.20 at 430 nm. /
ITornomeHye NOHKHO OBITH HE
6onee 0,20 npu ATHUHE BOJIHbI
430 M.
5 pH 7.2 From 6.9t07.9./016,9 no 7,9.
6 Particulate matter / MexaHu4eckne BKJIIOYEHUs
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements.
Bunymbie yacTuLpbl /
B cOOTBETCTBUM C TPEOOBAHUSAMH.
6B Invisible particles /
HeBuaumble 4acTULIBL:
i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
YacTun pasMepom > ue 6onee 6000 Ha ammyIy;
10 MM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHL PA3MEPOM > He Bolee 800 HY 4MiLylLy.
25 MKM
7 Related substances / PoancTBeHHbIE IPUMECH

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykT cooTBeTcTBYET Tpebopanusm H/J

Conclusion : APPROVED /
Zakmodenne: OJOBPEHO

Prepared by /
IloarorosieHo: Santosh

Kumar Maurya %/

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onpobpeno: Menemxkep / Pykopoanteisb
Abhishek Chayhan Z /

L

Reprint Date /

Mara: 16.01.2025

Reprint Date /
Jata: 16.01.2025

Reprint Date /
JTara: 16.01.2025

Ruegistered Oific

3-2-327, Road No. 3, Banjara Hil

l=, Hyderabad - 500034, Telangana, India

Tel: 491 50 2500 2800, Fax: +81 30 4500 2999, Email: mail@drreddys.com
Clid: LS5 1952P1934PLCO0ASDT

wwedrreddys

com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Te! + 191 92166 56001-02
weiw.direddys.com

CEPTHOUKAT AHAJIM3A

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

IIpoaykr: Ketopon™ (keToporak) pacTeop /1Sl BHYTPHBEHHOTO M BHYTPUMbIILIEYHOro BBeAeHNA, 30 mr/mn
Batch No / : V250009 Batch Quantity / : 454545 ampules /
Cepun Ne O6beM cepuu 454545 amniyn
Analytical Report No / : 890001785092 Date of Analysis / : 16.01.2025
AHasIITHYeCKHH oTueT Ne JaTa anaadsa

Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
Jlara npon3BoacTBa I'open oo

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-230124

Page3of 5/Crp.3 u35

NN:) Test / [lokasaTesnnb Results / PesynbTaTst Specification / Hopma
Impurity A / ITpumecs A 0.08 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / I:[pI/IMer B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gosee
Huxe npenena obnapyxeHus (I10 0,50 %;
=0.014 %)
Impurity C / ITpumecs C not more than 0.50 % / He OGoiee
Below LOD (LOD = 0.010 %) / 0,50 %;
Hwmxe npezaena o6Hapyxenus (I10
=0.010 %)
Impurity D / IIpuMecs D not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Huxe npenena o6Hapysxenus (IO ’
=0.014 %)
¥ndivi§1ua/1 I13111identiﬁed Below LOQ (LOQ = 0.050 %) / Not f)nore than 0.20 % / He Gonee
e e Hike npesena KOITUYECTBEHHOTO 0,20 %.
HEMIeHTHPHLIHPOBAHHAS onpexnenerus (ITKO = 0.050 %)
NpUMECh
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
8 Extractable volume / 10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
Hisiekaemplii 00bemM meagured volume of 10 ampoules) /
He menee 10,0 mu (06beM,
M3MEpEHHbIH HA OCHOBAHHU
00beIMHEHHOTO conepxumoro 10
amILyI)

Remarks : The Product confirms to ND/

[pumeyanne: [IponykT cooTBeTcTBYET TpeboBanusam H/T

Conclusion : APPROVED /
3akawdenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Togroroeneno: Santosh IIposepeno: Pardeep Kumar | Ogo6peno: Menemkep / Pyjkosonurens
Kumar Maurya { Abhishek Chauhan

& . ¢
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.01.2025 Iara: 16.01.2025 Hata: 16.01.2025

Registnred Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal +91 20 1500 7900, Fax: 491 40 4900 2999, Emait: mail@drreddys.com

CIN: L85195AP 1984PLCO04507
wiwvwwdrreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 175 205, INDIA
Tal - 01 92146 56001-02

CERTIFICATE OF ANALYSIS wsw.drreddys.com

CEPTU®UKAT AHAJIMN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Ketopon" (keToposiak) pacTBOp Js BHYTPMBEHHOTO M BHYTPUMBIILEYHOro BBeAeHHs, 30 mr/Mn
BatchNo / : V250009 Batch Quantity / : 454545 ampules /
Cepya Ne O0beM cepuu 454545 amnyn
Analytical Report No / : 890001785092 Date of Analysis / : 16.01.2025
AnaJInTHYECKHd oTueT Ne JlaTa amanu3a
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2026
MarTa npon3BoacTBa T'open mo
Analysis performed according ND / Auanns nporeaen mo HJI: JIT1-001365-230124

Page4 of S/ Crp.4u3 5

i.oo Test / IlokazaTeb Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepnanbHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
HI0TOKCHHDI 5,8 ED/mr KeTopoJnaka
TpOMETaMUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITh
CTepuabHOCTS (A1 KAMA0i CTEPWIbHBIM.
15-0fi cepun)
11 Assay / KoninuecTBeHHoe 30.15 mg/30.15 mr From 27.0 mg to 33.0 mg of
onpejesieHUHe Ci9H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr C9H24N2Og (keTOpONaKa
TpoMmeTamon) B 1 M.
12 Alcohol content / ITaHos 11.82 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/00) mno 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cut ring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10  ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Ilo 1 wMn B amoynsl w3 | carton pack/
CBETO3AIIUTHOTO CcTekna TemMHo- | [lo 1 wMin B ammoynsl  H3
kopryuesoro kmacca I (USP). B CBETO3AIUTHOIO CTEKJa TEeMHO-

Remarks : The Product confirms to ND/
ITpumeyanue: [IpoxykT cootBercTBYeT TpeboBanuim HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Santosh [Mpoeepeno: Pardeep Kumar | Onobpeno: Menemicep / PykoBoauTtenb
Kumar Maurya ’ ) Abhishek Chauhan / /

Reprint Date / Reprint Date / Reprint Date / ==

Jara: 16.01.2025 Hara: 16.01.2025 Hara: 16.01.2025

Recistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel +071 04900 2500, Fax: +61 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0AS07
v drraddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddij,
Diste. Solan, H.P,, 173 205, INTHA
Tl s +91 02166 5A001-02
www.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykrT: Keropon" (keToponak) pacTBOp [/l BHYTPHBEHHOrO ¥ BHYTPHMBILIEYHOTO BBeAeHHs, 30 mr/mn
Batch No / : V250009 Batch Quantity / : 454545 ampules /
Cepua Ne Oo0neM cepun 454545 amnyn
Analytical Report No / : 890001785092 Date of Analysis / : 16.01.2025
AnasiuTHyeckHii oTuet Ne JlaTa anaaH3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa npou3BoACTBA Tomen po

Analysis performed according ND / Anaaun3s nposenen mo HJI: JI[1-001365-230124

Page 50f 5/ Crp. Su3 5

No

Test / IloxasaTennb
Ne

Results / Pe3yabTaTh!

Specification / Hopma

BepXHed 4acTH aMITyJbl HaHECEHbI
KOJBIIO M TOdYKa Ui pasnoma. Ha
aMmIyTy HaKJIeHBalOT 3THKETKY.

ITo 10 ammyn ¢ HMHCTpYKLHEHW IHO
MPUMEHEHUIO NOMELIAI0T
B [IBX/amomMuHueBBI# GaHcTeEp.

ITo 1 6nucTepy B MaYKy KapTOHHYIO.

KopuyHeBoro LseTa Knacca I (USP).
B BepxHeii 4acTH aMITyJIbl HAHECEHBI
KOJIbLIO M TOuka Ansd pasntoma, Ha
aMIyJy HaKJIEUBAIOT 3TUKETKY.

ITo 10 amnyn ¢ UHCTpyKUMEH MO
MPUMEHEHUIO B
[IBX/antoMmunuespiii Gnucrep. Ilo
1 6McTepy B Mauky KapTOHHYHO;
ons  cmayuonapog: mo 2, 3.5
OJINCTEPOB B MAUKY KAPTOHHYIO.

14 Labelling / MapkupoBka

_According to ND / B cootsetcteuu ¢ HJI.

15 Storage conditions /
XpaueHnue

In a place protected from light below 25 °C. Do not freeze. / B 3auuieHHoM
OT CBETa MeCTe NpH TeMIiepatype He Bollle 25 °C. He 3amopaxusarts.

16 Shelf-life / Cpox roaHocTn

2 years. / 2 rona.

API name / HaumenoBanue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTaMos

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

2KTM0420724

Homep cepuu nponssogutens ADC:

FP Manufacturer API Batch number /
Homep cepuu cy6eranuun npoussoautens I'JId:

FERA00482

Mpouseoaurtens A®C, crpana:

API Manufactured by & country /

Symod Labo Ltd,, India ¢
Caitmen Jlabe JIta., Uapus

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt coorBercTByeT TpeboBanuam B

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[TogroTosneno: Santosh )
Kumar Maurya

1

Checked by /

Iposepeno: Pardeep Kumar
7

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Abhishek Chauhan '

— =
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2025 Jara: 16.01.2025 Mara: 16.01.2025
Rewistered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4000 2900, Fax: +91 40 4900 2999, Email: rmail@drieddys.com
CHid: L85195AP19R4PLCOO4507
www. drreddys.com




