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Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6

0D m = "tfw Vili. Khol, Nalagarh Road, Baddi,
) Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHPHUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Keropon®™ (keToponak) pacTsop 131 BHYVTPHBEHHOI'O H BHYTPHMBILIEHOTO BECICHNS, 30 mr/mn
Batch No/ 1 V240366 ‘Batch Quantity / : 272727 ampules /
ICepm Ne o 1O0nem cepuH 272727 ammvin
| Analytical Report No/ : 890001740506 Date of Apalysis/ : 31.05.2024
;Al-mmn HuyecKHii oTueT No |Mara ananusa
‘Date of Manufacture / : 05/2024 IDate of Expiry / - 0472027

JdaTa npoU3BOACTBA

_ Toaen no

Analysis performed according ND / Anasns nposenen no HJI: JI1-001365-170222

_ PagelofS5/¢ :p 1u35

i
ot

TTpumeuanve: [TpoavkT cooteeTcTRYCT TpeboBannam HJL

No 5 :
N | Test / [ToxazaTeanb Results / Pe3yabTaTsi Specification / Hopma
T Descnptmn / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Mpo3patiHsiit GecuBCTHBIH PacTBOP. / TlpozpauHslif OecuUBETHBIH WM
CBETIIO-XKEITLIH pacTBOp. )
2 | Identification / + The retention times of the main | The retention times of the main peaks
i TloanMHHOCTE . peaks in the chromatogram of test | in the chromatogram of test solution
| solution correspond to those in the | should correspond to those in the
’ chromatogram of standard solution | chromatogram of standard solution of
I of ketorolac tromethamine and | ketorolac tromethamine and naproxen
! naproxen (Assay section) / Bpemena = (Assay section) / Bpemena
YAEPXHBAHKA OCHOBHBIX IHKOB HA  YNEPXKMBAHUS OCHOBHbIX ITMKOR Ha
XpOMAarorpamme HCIBITYEMOTO |~ XpoOMarorpamme UCTBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM  PacTBOPa J0.T#Hbl COOTBETCTBOBATSH
| YACPHHRAHMA OCHOBHBIX NHKOB Ha  BPEMEHAM YIEDKHBAHHA OCHOBHEIX
XpOMarorpamMme CTAHAAPTHOTO  THMKOB Ha XPOMATOTPAMME
1 pacTBopa KETOpoaKa TPOMETAMHHA | CTAHAAPTHOTO PAacTBOpa keToponaxa
o HaMpPOKCEHA {pasncn | TpoMmeTaMMHA M Hanmpoxcewa (paszei
‘ «KOmH4eCcTBEHHOE ONPeeNeHHe) «KONUUeCTBEHHOE ONIpeaeTeHHEN)

3 Clarity / IIpo3payHocTs \ Complies / CooTseTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension L. / Onanecuenums
MpenapaTa He MOJKHA 1IPEBhIUATh
ONANECLEHIIHIO DTANOHA CpaBlickHA I.

4 | Color/ LIBeTHOCT l 0.04 Not more than 0.20 at 430 nm. /

; i  He 6onee 0,20 npy anHHE BOJIHEI
430 M.
5 pH 7.34 From 6.9 to 7.9./ 07 6,9 110 7.9.
6 | Particulate matter / MexaHy4yeckue BKAKYEHHSA i
Remarks : The Product confirms to NI/ Caonclusion : APPROVED /

3armaouenne: ONOGPEHO

Prepared by / (1)~ Checked by / Approved by: Manager/Execuive /
!l TToaroroeaexo: Ranjeet [posepeno: SantesirKumar QpobpeHo: MeHefukep / Pyikoponieat
Maurya . Manoj kumar

ch1 int Date / J
| Mara: 31.05.2024

Reprint Date /
\ I{ﬂa 31.05.2024
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Dr, Reddy's Laboratories Ltd.
Formuiation Unit-6

Yill. Khil, Nalagarh Road, Baddi,
fistt. Solan, H.P, 173 205, INDIA
Tel : +91 98156 56001-02

CERTIFICATE OF AN ALYSIS vawvw.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product:/  Ketorol (Ketoro ac) solution for intravenous and intramuscular inj ections, 30 mgfmi

IIpoavkr: Ketopoa® (keTopojiak) pacTBOp A/ BHYTPHB
Batch No / : V240366

Cepua Ne : e
Analytical Report No / : 890001740506

AnanurHyecknii otuer No

‘Date of Manuf’xcture; 1 05/2024

EHHOT'O H BHVTPHMBILICHHOTO BReNEHNA, 30 Mr/mn
Batch Quantity / : 272727 ampules /
Obbem cepun 272727 amnyn_

Date of Analysm / ¢ 31.05.2024
Hara ananusza ) . i
Date of Expiry / : 04/2027 '
I“o,ueu (]

chZofS!tsp 2u3z5

E To) Test / [TokazaTens Results / Pesynbratsi : Specification / Hopma !
b 0 S -
6A Visible particles / Complies / CooTBeTCTBYET i Should correspond to requirements. /

BugumMeie 4acTHLB!

' B cooTBeTcTBHM ¢ TpeBOBAHHIMH.

I
| 6B Tnvisible particles I
! Hesuaumbie l{acmuh;

i. Particles> 10 pm/ 07 not more than 6000 per ampoule /
; YacTull pasMepoM = | ue Gonee 6000 Ha amnyny;
10 MM ;
ii. particles > 25 pm/ 0o | not more than 600 per ampoule /

' YacTHLL pasMepomM = . He Gonee 600 Ha amnyny.
| ] 25 MM ; |
"7 | Related substanccsil’oa(:'raeﬂm;w npumMecH I -
L ' Impurity A / Ilpumecs A ‘ 0.15% not more than 0.20 % / He Gonee
‘ _ 0,20 %; _ |
! Impurity B / Ipumecs B " Below LOD (LOD =0.014 %)/ | not more than 0.50 % / me Gonee

Hipke npesena obnapysenua (110 1 0,50 %
t =0.014%)Not detected / He
obHapyxeHa
! B —— - i

‘ Impurity C/ [Ipumecs C i Below LOQ (LOQ = 0.033%) / not more than 0.50% / ne 6Gopee |
i Hipxe npenena KoJIHUECTBEHHOIO 0,50 %; !
g onpenesenus (ITKO = 0.033%) !
| I F— - s i ]
i Impurity D / ITpumecs D Not detected / He obrapyxena not more than 0.20% / He Gonee |
0,20 %.
! | | B o :

| Any unspecified impurity / Below LOQ (LOQ ~ 0.05%) / Not more than 0.20 % / He 6Gonee °

EnyHuYHag HeupeHTHOULH- Hmxe npenena konuuectseruoro | 0,20 %. 5
\ pOBdHHAaR NPHMEChH onpeaenenns (ITKO - 0.05%)

:R:en,azks The Product confirms to ND/

-Concluswn APPROVED /
Zarxirouenue: OJOBPEHO

lipumedanue: llno,_wm coursercrever tpebosaduam H/

Prepared by i/ 1~ Checked by / Approved by: Manager/Executive /
P e roror ho Ranjeel [posepeno: Santosh Kamar | Ozobpeno: Meue viep / Pyrowo uu.m
| Maurvya v Manoj kumar !_f_ ‘3
I‘Repﬂm Date / Reprint Date / Rf’prmt Date/ i
Jlara: 31.05.2024 Hara: 31 O‘ 7074 Harar 31.05.2024
T T T Rewitore L 337, Fond No. ! =<a__H: s, Rvderabad 500034, Telan cira, ingia - - -
1.4 0 4500 2900, Fax: *91 BAR 388, Ernaili e’ Sdrredidyi.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Na'agarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDI&
Tel : +91 98156 56001-02
wyw.drreddys.com

CEPTHOHKAT AHAJTHU3A

Product :/ Ketorol (K-eté-itbvla—c_}—;élution for'intravenous and

poaykr:

intramuscular injections, 30 mg/ml

Ketopoa™ (keToposiak) pacTBOp A48 BHYTPHECHHOIO H BHYTPHMbILIeuHoro Baeactis. 30 vr/mn

‘Batch No / 1 V240366 ‘Batch Quantity / : 272727 ampules /
{Cepus Ne {06BEM cepHH 272727 amnyn

Analytical Report No/ : 390001740506
Aunanutuueckiii oryer Ne
!Datc of Mapufacture /

JIaTa NPON3BOACTBA

EDa
Ha
Da

: 0572024

Ta aHAJH3A

Topen g0

te of Analysis/ : 31.05.2024

te of Expiry/ ¢ 04/2027

_Analysis performed aaordﬁng__}\ll}_/_Aﬂan;:311_[10363,1(3;1 o HIL: JIT-001365-170222

~ Page3of5/C1p.3u3 5

1}? Test / IlokazaTens Results / PesynbTaTh: ] Specification / Hopma
:_Tot—:_l impurities )’méymma O 0.15% ’ Not more than 1.50 % / He Gonee
! npumeceii ‘ | 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn " Not less than label claim (1.0 mL)/
HUzsneraempliii 00bem " He MeHee HomuHanbHoro (1,0 vn)

9 | Bacterial endotoxins / <=072SEU'mg/  Notmore than 5.8 EU/mg of ketorolac
BakTtepuansHbie <={(.725 ED/mr . tromethamine. / He Gonee 5,8 E3/mr
IHIOTOKCHHBI KETOpONaKa TPOMETaMHIHa.

10 Sterility (every 15th batch) / T T NA . Must be sterile. / ,Z[oh}KeH ObITh —I
CTepHALHOCT (ANA KAKA0H | CTCPHIBHEIM.
15-0ii cepun) E |

T —— - i
1}? Test / loxkasaTens Results / PesynnbTaTsl Specification / Hopma
11| ;&ssa}f / Koanuecrsenuoe = :’EgQMmg /29.69 Mr ~ From - 27.0 mg“ o 33.0 mg of
onpejaeneHne ! CisH;3NOs CiH i NOy (ketorolac '
! tromethamine) per 1 mL. / Ot 27,0 mr
: E 10 33.0mr  CisHpaNOyCaHpNO;
f | (xeroponaka TpoMmetamiH) 8 1 M
12 | Alcohal content / Itanon 11.87 % | From 10.60 % t0 12.60 %./
Ot 10,60 70 a0 12.60 %.

| Ipumeuanue: | IpoavkT cooTseTcTsyeT TpeboBanusm HL

Prepared by / % [ Checked by /
[TonroToeneHo: Ranject flpoeepeno: Santosh kuma
Maurya :

Conclusion : APPROVED /
Jakmoyenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTen:
Manoj kumar

Reprint Date /
Hata: 21.05.2024

‘Reprint Date /
| Jata: 31.05.2024

Reprint Date /- o
Hara: 31.05.2024

Fegistercd Cifies: 8:2-327, Road No. 3, Baniara Hills, sycerabad - 300034, Telanganra, ndia
Tel v5130 4900 2900, Fax: +51 40 4900 2994, Email: maii 2 drredays.com
CIN: L85185AP1GEIPLIITSS07

drreddys.com



Dr. Reddy's Laboratories Ltd
Formulation Unit-6

&
@

Ir Ko :‘-?i'@} ,-‘? T a Vili. Knol, Nalagarh Rozd, Baddj,
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Tel: +91 98166 56001-02
CERTIFICATE OF ANALYSIS wiwww.drreddys.com

CEPTHOHUKAT AHAJTHU3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intrarnuscular uuecnons 30 mofml -
Ilpoavkr: JKeTopon' (KETOpOAZK) PACTBOP 1717 BHYTPUBCHHOIO M BHYTPHMbIIEYHOTO BBeAen S, 30 Mr/ma
Batch No / 1 V240366 Batch Quantity / : 272727 ampules /
Cepna No |O61em cepuu 272727 amnyn N
.Analytical Report No / 1 890001740206 Date of Analysis/ : 21.05.2024
| AnaurHecKHit oTuer N ~ \Haraapaamsza S
{Date of Manufacture / : 05/2024 iDate of Expiry / : 0472027 g

|ﬂaTa uponmmusa

Foneﬁ a0 _ L
b

I;i{uo Test / [Tokazatens Results / PesynsTaTht . 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).
| i and point in the upper parl of A cut ring and point in the upper part
| ampoule. A label is attached to  of ampoule. A label is attached
' ampoule, ampoule.
16 ampoules and a patient 10 ampoules and a patient information
‘ information leaflet in a | leafletin a PVC/aluminum blister.
PVC/aluminum blister, [ blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Tle 1 M;n B aMmy’bi W3 | ina carton pack. /
CBETO3AUIHTHOTO crexna | flo 1 Ma B aMioyns 3
kopiynesoro xsacca I (USP). B | cBeTO3alMHTHOrO CTEKsia KOPHYHEBOTO
REpXHeil 4acTw aMIy/isl HAHECEHBl | WM TEMHO-KODHYHEROro  LiBeTa
KOMbLIO K Todyka ans paznoma. Ha | knacca I (USP). B Bepxneit uactu
; amMnyny HakIeHBaKT 3THKETKY. aMTyJbl HAHECCHBI KOJNLUO W TOYKa
[ | Mo 10 amnysn ¢ uscrpykuseit no | ang pasnoma. Ha aMmnyiay HakfieuBaloT
‘ NPUMEHCHIID NOMELIAOT | 3THKETKY.
B [IBX/amoMiHueBsii 6nucTep. [To 10 amoyn ¢ uHCTpYKuUHeH 110
[To 1 GancTepy B Ma4YKy KAPTOHHYK. | [PHMEHEHHIO TTOMELIAKT
| B [1BX/amomMunuesntit bnuctep.
5 ITo I 6nxcrepy B na4yKy XapTOHHYIO;
A cTauHoHapoR: mo 2, 3, 5
............................................. GaMCTEPOB B NAYKY KAPTORHYIO.
14 | Labelling / Ma p}dtpoa}(d | According to ND / B cOOTBCTCTBUH ¢ ¢ HIL
15 | Storage conditions/ Ina place protected from light below 25 °C. Do not freeze. / B saluniieHson
Xpaienue OT CBCTA MeCTe NpH TemnepaType He sbilite 25 °C. He 3amopaxkupaTs. :
|
16 | Shelf-life / Cpox roxnoctn 3 years. / 3 roza. |
—_— S e i & ST S | |
= et i = —— i
" Remarks : The Product confirms to ND/ . Conclusion : APPROVED / ]
| lpunevanne: [poaykr coorsercrsyer rpebosannsm H 3axnwyenue: OJOBPEHO i
Prepared by /0 (L Checked by / Approved by: Manager/Executive "
' TlonaroTosaeHo: Ranject IIposepeno: Santosh Kuomar Onobpeno: Menemxep / PyKGBogmenb /
| B Maurya -~ | Manoj kumar v
{Reprim Date / Reprint Date / Reprint Date /
Mara: 31.05.2024 o ,ddm 31.05.2024 Hara: 31.05.2024
— h 22321, R - N 5. 3 , Banjara 'i SOLF-DE_ ATQ.:?[.‘\"-:‘GE) Ing:z i
Tl #8520 4007 2900, Fax: 51 40 4500 298¢, Email: maiiDAdrrecdyz.com



Product : /
Ipoaykr:
iBalch No/
ICepun Ne

!Analytical Report No /-

CERTIFICATE OF ANALYSIS

CEPTH@HKAT AHAJH”B A

; V240366

Alia.ﬂHTqu(‘mm oruer No

Date of Manufacture /
HaTa npoH3BoOACTBA

: 890001740506

: 05/2024

Dr. Reddy's Laboratories Ltd
Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel: +91 98166 56001-02
www drreddys.com

Batch Quantlt’) /

O6veM cepun
Date of Analysis/

‘)Ia_m_ aHaIH3a
iDate of Expiry /
Toaen no

27272.’ amMnvi
: 31.05.2024

;0402027

727 ampules /

Analysis performed according ND / Ananus npOBeﬁe}i o HJL;: JII1-00] 1365- 170222

API name / Haumenosaune ADC:

INN / MHH:

API manufacturer batch number/
i Homep cepnu npoussoantens AQC:
 FP Manufacturer API Bateh number /
Homep cepuu cyBeranuun npoussonutens [JIP:

. API Manufactured by & country/
l'lpomaozmrenb ADC, cTpana:

ffage Sof 5/¢ rp

Ketorolac / Ee-rqp_mz_a_x

ABQHO006833

mS

FEQAOOS?O

Dr. Reddy § Laboratories Ltd., India /

J-p Peamu'c NaGoparopuc Jita., Huuus

FRf:m'zarks The Product conﬁnns to ND:

IMpumeganune: Tponykr coorsercteyeT TpeGopanuam HJT

"Conclusion : APPROVED /

3akmouenne: OIOBPEHO

Prepared by /

il

L.

]

: [Moarororneno: Rinyjee!

Checked by /

ITposepeno: Santosh Kumar

Maurya o

[ Reprint Date /

Hara: ’.&OiZ(J?A )

Reprint Date /
Hara: 31.05.2024

Reprint Date /

Approved by: \danager/ExewLwe /

Qnobpeno: Menemxep / Py ropoanTenn
Manoj kumar

JHarta: 31.05.2024
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