Dr.Reddy’s ‘3:5

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

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

Hpn’n wr:  Keropo e FOPUSEK) DECTEOR LIS BHY TPHBEHHOIO W BIN TPHMBILLIEHHOTO (B 1eHiis 30 ME"/MJI
{Batch No / : V230402 'Batch Quantity / ; 272727 ampulf.,s / ,
Cepua Ne ) Oﬁ'LEM cepaH 272727 avnyn _
|Analyt1cal Report No / : 890001667245 " Dateof AualySis /i 31.05.2023 |
|Aqaﬂﬂ7uqecxnn oTyer Ne {dara ananusa o
EDate of Manufacture / : May-2023 |Date of Expiry / : Apr-2026
l}.[a'ra NpPOH3BOACTBA iFoﬂeﬂ oo o !
iAnalvsxs performed accordmg ND / Ananns nposexen wo HJI: JIIT-001365- ]’?0222 ' |

- _ L _A_g: 1of5/¢ '_I:‘..I. H#E%g:_

NNS Test / [ToxazaTens
1 | Description / Onncanne

Results / PesynbTaTnt

| Clear p—ajlc" ﬂ;eilow “solution. /
Ipo3paunsli CBETIIO-KENTHIH
pacTBop.

l Specification / Hopma

Clear colorless to pale ycliew solution,
/' Tlpospa4Heifi GecuseTHBIH wMnH
CBETJIO-KENTLIH pacTBop.

2 Identification /
IMopnuHHOCTS

3 Clarity / Hpozpaqﬁd;nb

4 Color / U,Be';;()(;Th

n

pH

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
YASDKHUBAHHS OCHOBHBIX HKOR Ha
XpoMaTorpamme HCITBITYEMOrO
PacTBOpa COOTBETCTBYHT BPEMEHAM
YIEDXKHBAHHA OCHOBHEIX NHKOB Ha
XpoMarorpamMmMe CTAHOAPTHOI'O
pacTBOpa KETOPONaKa TPOMETaMHHA
H HanpoKceHa (pasmen |
«KonuyecTseHHOE OnpeieeHHes)

Complies / CoorsercrByer

0.03

§ 736

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) /  Bpemena
YOEPHKUBEHMA OCHOBHBIX IHKOB Ha
| xpomarorpamme HCMBITYEMOTO

pacTBopa MOMKHBI COOTBETCTBOBATH
| BpemeHam yOepXHBaHHMSL OCHOBHBIX
TTHKOB Ha XpoMaTorpaMmme
CTaH[aPTHOTO pacTBopa KeTopoaka
TpOMeTaMHHAa ¥ HampokceHa (pa3pen

‘ «KONHUECTREHHOE OTPEACIEHHEY)

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnmanecueHums
Npenapara He HOMNKHA NPEREILIaTh

Ol fIeCLEHIIAIO 3TANOHA CpaBHenusa L

He 6ostee 0,20 npy anvue sOJIHL
430 am.

[ ¢

Particulate matter / MexannuecKHe BKIOYEHHA

e

==Remarks;

The Product confirms toﬁND/
IMpumevanne: [TponykT coorsercrayer Tpebosanuam HJJ

Conclusmn APPROVED /
Saxnwyenne: OJJOSPEHO

| Not more than 0.20 at 430 nm. /

| From6.91079./0169m07,9.

Il

| Mlara: 31.05.2023

| Jara: 31.05.. 2023

Hara: 31.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrotosneno: Pardeep [Iporepeno: Himesh Kumar | Onobpero: Mene guep / PykoBoauTess
Kumar - \ _ .| Ajay Sharma { ‘3‘}

| = e %)
Reprint Date / Reprint Date / Reprint Date / -

Reglistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1.CO04507
www.drreddys.com



‘. ‘ Dr. Reddy's Laboratories Ltd.
) @ : )
Formulation Unit-6
Dr" Reddy ° e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND1A

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTUDOUKAT AHAJIM3A

! Product : / Ketorol (Kétbrdmlac) solution for intravenous and intramuscular injections, 30 mg/mi T
Ilpoayxr: Keropon™ (keToponak) pacTsop nia BHVTPUBEHHOIO U BHmMmegHorp BBefleHus, 30 Mr/mn
iBatch No / : V230402 Batch Quantity / : 272727 ampules /
CepuaNe _____ Obwem cepau SARTR Gy, |
Analytical Report No/  : 890001667245 Date of Analysis / : 31.05.2023 B
AnasaTHueckuil oryer Ne Hata aganmuza o
Date of Manufacture / : May-2023 iDate of Expiry / : Apr-2026 f
Jara npou3soicTsa Fonen go o

Analvsm sis performed accordmg ND / Anamus npose;xen no H)I JI-001365- 170222 o _;
‘_'__6 20f5/¢; 21135

e e TR — ; ; i AR
I;,? Test / Mokazarens ’ Results / PesyapTats! Specification / Hopma
“6A | Visible partic?lut“ss/ A R "E-ompmﬁegj'w Cog"}éeTcrayeT Should corrcschrE to I%Hmé;;énts. £
BrauMble YacTHIIk! B cooTeeTCTBHH C TpeBOBAHUAMMU.
| 6B | Invisible particles / i u A - o
HeprauMbie YacTHLRL i
i. Particles> 10 pm/ 11 not more than 6000 per ampoule /
HacTul pasMepoM > ! He Gonee 6000 va amnyny;
10 Mxm ;

| il. particles> 25 um/ | 00 not more than 600 per ampoule / I

' i 4acTHLL pasMEPOM = I e 6ortee 600 a amityiy.

| | 25 MKM

i 7 Related substances / PoicTEeHHbIE npumecu ) T S S ;

" Impurity A / llpavecs A | T 014% | pot more than 0.20 % / He Gomee
0,20 %,
l - Below LOD (LOD =0.014 %) / |
Impurity B / Ilpumecs B Husxe npegena obuapyxenns (110 not more than 0.50% / me Gonee
=0.014 %) 0,50 %; '
" Impurity C/ [Tpumecs C Below LOQ (LOQ =0.033%)/ ' not more than 0.50 % / He Gomee
Huxe npejena KOIHYECTBEHHOTO 0,50 %;
I onpenenenna (ITIKO = 0.033 %) ! ) ‘
Impurity D / Ilpumecs D | not more than 0.20 % / u"e Gonee :
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npepena obxapyxenns (110
. =0.014 %)
Any ﬁnspeciﬁed impurity / l HBGIOW LoQ{LOQ !: 0.050%) / | Not more than 0.20 % / He Gomee
Enunuinas HeuaeHTHdULm- HAC npciicia }g;gg {ECJZZ}BH;FO 0,20 %.
POBaHHAA IPUMECE cnpesennHm { e )

I B B
[Remarks : The Product confirms to ND/ Conclusion : APPROVED / ) i
Ipumesanue: IIponykr cootBercTBYeT Tpebonanuam HJT 3agmouenne: OJOBPEHO 1
Prepared by / Checked by / Approved by: Manager/Executive / ~"
Iloarorosneno: Pardeep [Mposepeno: Himesh Kumar Onobpeno: Mengynep / Pykosomuresns j
Kumar ot _ ; Ajay Sharma \ I

e : ) &
Reprint Date / Reprint Date / Reprint Date / _f'
mﬂf’i'_l‘a 31. Q_i 2023 | Hara: 31.05.2023 Hara: 31.052023 B j!

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Myderabad - 500034, Telangana, India
Tel: +31 40 4500 2900, Fax: +91 40 4900 2999, Email: mall@drreddys.com
CiN: LB5195AP1984PLCO0AS0T
www.drreddys.com



Dr.Reddy’s Q':"

Product:/ Ketoral ( Ketbgonfag) solution for intravenous and intramuscular Tﬁj%?ti?nst% Om;nTg/mI o

CERTIFICATE OF ANALYSIS

| ! CTepuasHOCTS (AA5 Kanoi

CrrYRiOHKAT AHAJTH3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

CTEPUITEHBIM,

i

CHpogver:  Ketopon (keroposiak) PACTBOp 414 BHYTPHBEHHOIO M BHYTPHMBILIEUHOrO BBEACHUS, 30 Mr/mn
{Batch No / : V230402 Batch Quantity / : 272727 ampules /
[Cepust Ne o |O6Bem cepun 272727 amnyn
Analytical Report No / : 890001667245 Date of Analysis / : 31.05.2023
Apaturagecknid orver No . |Maraawammsa —
'Date of Manufacture / : May-2023 IDate of Expiry / : Apr-2026
Iilya_ztg@gﬂoncr_&a P, |5, .. ¢ N S
Analysis performed according ND / Ananu3 nposeaen no HA: JIT1-001365-170222 R -
P S = o Fage3ofS/Cip. 3m35
| if Test / ITokasaTens Results / PesyasTaTs ' Specification / Hopma
" | Total impurities / Cymma i 0.14 % | Not more than 1.50% / He Gonec
npumMeceit i 1,50 %.
"8 i Extractable volume / T T MV 1.0 Not less than label claim (1.0 mL)/
H3saexaembtii 06bem ! He meree momunansxoro (1,0 mi)
9 t “Bacterial endotoxins / ME T <=0725 EU/:‘?g/ | Not more than 5.8 EU/mg of ketorolac
Bakrepuanensie <=0.725 E3/mMr tromethamine. / He Gonee 5,8 E3/mr
3HAOTOKCHHBI i I KeTOposiaKa TPOMeTaMHHA.,
10 f Sterility (every fgi“lfwi;;f;hj“}" j T NA o T Must be sterile. / Jlomxen 6biTs
|

' 15-oit cepun)

! 11 | Assay/ KonuyecTBeHHOe

' onpeaenenue

|

12 } Alcohol content / 3ranon

' 2971 mg/ 29.71mr

i

From 270mg to 33.0 mg of |

CisH1iaNOs CeH;;NO;
tromethamine) per 1 mL. / Ot 27,0
oo 33,0 mr
(xeToponaxa TpomeTamus) B 1 M.

11.25%

Remarks : The Product confirms to ND/
Hpnmeyanue: [Tpoaykr coorsetctayeT TpeGopanuam HI N

From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

(ketorolac

Mmr

CisHisNOy C4H;INO;

i

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

' Prepared by /
IMonroroenexo: Pardeep
Kumar '

o,

Reprint Date /
Hara: 31.05.2023

Checked by /
INpoeepenc: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Mesenuep / Pykoromurens
714

Registered Office: 8-2-337, Road Na. 3, Ranjara Hills, Hyderahad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
www.drreddys.com

A - Ajay Sharma
S i 5 ﬁiﬁ
] Reprint Date / Reprint Date / T
Hara: 31.05.2023 Hara: 31.05.2023 o



Dr.Reddy’s “:“

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIMA3A

Product:/ Ketorol (Ketorolac) solution for intravenous an.

d intramuscular injections, 30 naém%

Dr. Reddy's Laboratories Ltg,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

Hpoaykr: Ketopon" (keroposak) pacTBop ais BHyTpuBeHH‘_f_)fo‘_;igyg_mﬂM‘b_g;gcg_}_{gfq_kggg:_,z_x_gHﬁl_ass{, 30 mr/mn
.Batch No / : V230402 ' 'Batch Quantity / : 272727 ampules/
;Cepml Ne — |06Bem cepun 272727 amnyn ] o
Analytical Report No / : 890001667245 ‘Date of Analysis / : 31.05.2023
Anatarudeckuif oraerNe — - Maraawammza -

Date of Manufacture / “TMay—QOZB Date of Expiry / : Apr-2026
Hara npomssoacrea _ Tonen o ]

Analysis p_etfgrmed'a;:cording ND/ AHannz yﬁo_sg}nltjl n

No
Ne

13 1 Packaéing / Ynakoska

Test / Mokazatens

| !
!

i
j

I
|

Results / PesynnTate
1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring

and point in the upper part of
ampoule. A Iabel is attached to

ampoule.
10 ampoules and a patient -
information leaflet in a

PVC/aluminum blister,
1 blisters in a carton pack. /
e 1 wMmn g aMIIyJbl U3
CBETO3ALKTHOIO cTeKI1a
Kopwunesoro knacca I (USP). B
BEDXHEH 9YacTd amIly/ibl HAHEeCEeHE!
KOMBUO H TOYKA miA pasnoma. Ha
aMITYJly HAaKIIEHBAKOT ITHKETKY.
[To 10 amnyn ¢ unctpykumedi no
TIPHMEHEHHIO NOMeMIatoT
i B IIBX/amoMunuersiii Gnmcrep.
. Tlo I 6nuctepy B mauxy KapTOHHYHO.

o HJX: JITI-001365-170222

Pagc4ofS/Cip dmas

!

, Specification / Hopma

{ 1 mL in class I light-shielding amber

, or dark 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;

For in-patient facilities: 2,3, 5 blisters

| in a carton pack. /

(o 1 w8 aMOynsl 3

CBETOSALIMTHOTO CTEKNE KOPHYHEBOID

HIIM  TeMHO-KODHYHEBOIO  (peTa

Kracca I (USP). B BEepXHEH YacTu

aMIIYIbl HAHECEHBI KONBIO M TOYKa

Ana pasnoma. Ha avnyny saxnensaior

ITHKETKY.

Mo 10 amnyn ¢ HHCTpYKLHeH o

NPHMEHEHHIO AOMEIIAT

B [IBX/anioMmunuensrii bnuerep.

| Mo 1 6mucrepy 5 29Ky KapTOHHYIO!
L cTaudOHapoB: no 2, 3, 5
OnucTepoB B nauky KEPTOHHYIO.

1
( f

14 Labelling / Mapxnposka

F'To1 Gnucrepy B mauky KapTOHHYIO.

According to ND / B COOTBETCTBHY ¢ HI

15 Storage conditions /
_L XpaHenue

_

[

In a place protected f_romhlight below 25 °C. Do not freeze. / B 3émum_eHH51\7[

OT CBETa MECTE IIPU TeMIepaType He sbiwe 25 °C. He 3aMOPaXHBaTS.

| Remarks : The Product confimms to ND/
Upumeuanne: [Tpogykr CooTBeTCTBYET Tpebosanuam HI )

Prepared by / Checked by /
TTonrotosneno: Pardeep

{ Kumar i
Reprint Date / : Reprint Date /

i Hara: 31.05.2023

Reprint Date/
Tlata: 31.05.2023

Conclusion : APPROVED /

. 3axmouenne: ONOBPEHO

\ Approved by: Manager/Executive /

Hposepeno: Himesh Kumar | Onobpeno: Mene vicep : Pykosonurens
' ' Ajay Sharma 1\

+%

L,

| Zarz 31052003

Registered Office: 8-2-337, Road No. 3, Banjara Hil
Tel: +81 40 4900 2900, Fax: +51 40 4900 2

CIN: L85195AP1984PLCO04507
www.drreddys.com

Is, Hyderabad - 500034, Telangana, India
999, Email: mail@drreddys,com




Dr. Reddy's Laboratories Ltd.

[ T
Dr. Re d d Y,S ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDJA

CERTIFICATE OF ANALYSIS  'el: +91 98166 56001-02

CEPTHOUKAT AHAJIH3A www.drreddys.com
Product : / Ketorol (Ké?&r"dﬁc‘)“ solution for intravenous and intramuscular injectiongMBO mg/ﬁl-l- o
Hpoayser: __ Ketopon™ (xetoponax) pactaop s kirs tpusestoro u i rpumbitedioro | betenus. 30-Mr/mn
Batch No / 1 V230402 ;Batch Quantity / : 272727 ampules /
Cepus Ne e _OGbem cepnn 272727 amivn
Analytical Report No / : 890001667245 'Date of Analysis / : 31.05.2023
Ananariyecknii orger Ne B i ?Ilzga_ amanmza e
Date of Manufacture / : May-2023 |Date of Expiry / ¢ Apr-2026
Hara nponssoperea — L. .| N )
Analysis performed according ND / Anannz Tnporeaen mo HJI: JI[1-001365-170222 L B __’
— . . FageSofS5/tp. 535
! , ]
! i,g ‘ Test / [Toxaszarens Results / PezyanTaTh I Specification / Hopma
;T Shelf-life / Ci:l(?K rommoctn 3 years./ 3 roma. T ‘ a -
i SR 4 L) T e S S SIS |
?@me rﬂzi_ul\_ienol_sa_@“ue ADC: W i o ____Iu{ustdxjojaé tromgt_h_amine / Egrgiponafxa T_;Towﬁa-gra@ i -
| INN/MHH: — Ketorolac / Ketoponax
i AP manufacturer batch number / ABPH009987
| Homep cepun mponseogurens ABC: » o L ]
| FP Manufacturer API Batch number /
| Homep cepuu cyberanumu npoussonutens IJId: o F%Qf_()()_MLO L L
, API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / |
Hpoussomureas A®C, crpana: o . A-p Pennw'c JlaGoparopuc JItz., Mnmus i

Remarks : The Product confirms to ND/ Conclusion : APPROVED / I
Ipumeuanye: TIpogykt ' COOTBETCTRYET Tpebosannam HJT 3axurowenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

i [oaroroeneHo: Pardecp I‘Ip.me]wcm‘f Himesh Kumar | Ono6peno: Meneprep / Pykosogurens

i Kumar ok | ] ) o |Ajay Sharma \'\"

f ‘ | 44

'{_Reprint Date / Reprint Date / Reprint Date /

| mema: 31052003 Jlara: 31.05.2023 | Java: 31.05.2023 -

Registered Uffice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



