Product : /

CERTIFICATFE, OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ketopon™ (keTopoIaKk) pacTBOp 414 BHYTPHBEHHOTO H BHYTPHMBILICYHOTO RBEACHNA, 30 wrimn

JIpolykT:
BatchNo /
Cepyin Ne

1 V240369

Analytical Report No /
|AHaJTHYecKH i oTHeT No
‘Date of Manufacture /
|llata npomsponctea
| Analysis performed according

Nol

LI

Test / [loxkazarens

1 | DescriptionlOn;ncam{é

Identification /
Iog/INHHOCT

- 890001740822

"+ 05/2024

[Toaen a0

|
Results / Pesyabrars: |
i

Clear  colorless solution. /
Tpo3paaHblii GecuseTHEIH PacTBOD.

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
yAepHKHBAHME OCHOBHBIX THHKOB Ha
XpoMaTorpamMme UCTBITYEMOro
PACTBOPa COOTRETCIBYIOT BpEMEHAM
yIEpKHBAIHA OCHOBHLIX MHKOB Ha
XpoMaTorpaMme CTAHAAPTHOTO
pacTBOpa KeToponaxa TpOMeTaMiHa

H HalpoKceH: (pa3aen
«KOomECTBERI0E ONPEIceHEEN)

Claritff / Hpoipa?'-liﬂ 0cTh

4 | Color/ liseTHOCTB

Complies / CooTBeTCTBYET

Batch Quantity /
Qbbem cepun
Date of Analysis /
~ Jara anaausa
iDate of Expiry/

Dr. Reddy's Lahoratories Ltd
Formulation Unit-6

Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iNDIA
Tel:+91 98166 56001-02
www.drreddys.com

¢ 272727 ampules /
272727 amnya

14.06.2024

1 04/2027 o

ND / Anaan3 npopeaen no Hi: JITT-001365-170222

Page 1 of5 /_(::r? 1u3 ST

Specification / Hopma

Clear coloriessﬁalc yellow solution.

/ Tlpospaunbiii OeclBeTHBIH HNH

CBETI0-XENThIH PacTBOP.

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
YOEPXKHBAHIA OCHOBHLIX TTHKOB Ha
XPOMATOrpammMe HCOBITYEMOI'O
pacTBOpa [0JUKHBl COOTEETCTBORATH
speMeHam YLOEpPXKHBAHHA OCHOBHBIX
TIHKOB Ha XpOMaTOorpaMme
CTAHAEPTHOTO PACTBOpA KETOpOJsaka
TpoMeTaMuna B Hanpokcena (pasjen
«}{ONUUECTBEIIHOE OTpeNEneHHEN)

* The opalescence of the sampié;hdﬁ}d-

not exceed opalescence of reference
suspension [. / OnanecucHitus
npenapara He NOKHA NPERbIWATD
omanecle: o arancHa cpaHenns [

Not more than 0.20 at 430 nm. /
He Gonee 0,20 npu ANHHE 50JIHb]
430 1M,

5

| pH

From 6.9 10 7.9./ 0169 10 7.9

Particulate matter / MexasnuecKHe BKAKYEHHR

| Remarks : The Product confirms to NI/
. TTpumeuanue: [lpo/lyKT COOTBETCTBYET TpeGosanuam HJI

Prepared by /
[TomroToraecHo: Ambiresh

i
Kumsr

Checked by /
INposepcro: Santosh Kumar
Maurya

Reprint Date /
| Hara: &OQ.QOQ%

“Reprint Date/ }

Conclusion : APPROVED /
3ararogenue: OJOBPEHO )
Approved by: Manager/Executive /
OnobpeHo; MeHemxep / PykosoiTenb
Manei Kumar }

Reprint Datc/ l
Hara: 147 06.2024

4TS T00 L0006, Fak +5]

Jata: 14.06.2024
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Product : /
ITpoaykt:

BatchNo/

Cepsin e

1 V240369

Dr. Reddy's Laboratories
Formulation Unit-6

Ltd

Vill. Khol, Nalzgarh Road, Baddi,
Distt. Solan, H.B, 173 205, INDIA

Tel: +91 08166 56001-02
sy drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Ketorol {Kelorolac) solution for infravenous and intramuscular injections, 30 mg/ml
Ketopoa” {xeToposak) pactsop 418 BHYIPHBEHHOI'O 1t BHY TPHMBILIEHHOTO BBEACHHA,
¢ 272727 ampules /

Batch Quantity /

Oopem cephn 272727 wanni

iAnuIytical Re“pa};ld-f
AHAIMTHYECKHH 0TueT Ne
‘Date of Manufacture /

1 890001740822

. 0572024
§nal};sisﬂpe_rfor_m__ed_facﬁcp' ding ND / Anaans nposeaen no HI: S11-001 365-170222 )
Page2of 5/CTp. 2 U35

Date of Analysis/ : 14.06.2024
JdaTa aHanusa
Date of Expiry/
Tonen oo

. 04/2027

§

30 mMr/ma |

b

!

Ii NNO Test / [Tokazatensb Results / PeaynbTaThl i Specification / Hopma
2 1 !
| 6A Visible particles / Cr)rnplies'/-”Cc-)o_'r_aérc%ayar . Should correspond to requaa—m;nts. f
BHIHMBIC YaCTHLEI l B cooTsercTRHU C TpeGOBaHHSIMH,
68 | Invisible paﬁicles / B ) ! o o
HeBuaumeie 4acTHLBL
i. Particles> 10 pm. 06 | not more than 6000 per ampoule /
YacTHl pazMepoM > i ne 6onee 6000 na ammyny;
10 MEM |
!
ii. particles> 25 um/ 00 | motmore than 600 per ampoule /
YaCTHLL PA3IMEPOM = | ne Bonee 600 Ha ammyny.
‘r 25 MKM i
]
7 Related substances/ PoacTeeHHble MpIMECH
!mpui@ﬁi.‘ ITpuMmech A ] " 0.15% | not more than 0.20% . He Gonee
‘ ~ 0,20 %;
i .
Impurity B / I[Tpumecs B Below LOD (LOD = 0.014 %)/ | rot more than 0.50% / He Gonee
Hinxe npeaena obHapyxerna (110 0,50 Y
0.014%)Not detected / He I
ofHapyxeHa i
" Impurity C / [pumecs C “Below LOQ (LOQ = 0.033%) / not more than 0.50 % / ue Gotee |
Huke npefens KogH4ecTBeHBOIO 0,50 %o
onpenenexus (ITKO = 0.033%)
Impurity D/ Tlpumecs D Not detected / He ofHapy-KeHa " not more than 0.20% / He Gonee
0,20 %a.
Any unspeciﬁaﬂ ilr;purity / 0.05% Not morc than 0.20% / He Gonee

EnuHuuHAas HEMIEeHTHHULH-
pOBaHHEﬂ l'lpl-ﬁMer

l 0,20 %.

Remarks @ Thie Product confiims to ND/
Tlprumeuanue: [1poayKT COOTBETCTBYET tpebosannsim HJ

Coneclusion : APPROVED /
Jararouenne: OJJOBPEHO

Prepared by /
| TToarotoneno: Ambresh
:* Kumar 3
1 I{eprﬂlt-Date/

Jara: 14.06.2024

Checked by /
[IposepeHo: Santosh Kumar
Meaurya e

Approved by: Manager/Executive / .
Onobpeno: Menemxep / Pykosnanici
Manoj Kumar .

“chrint Date /
Jara: 14.06.2024

2-227, Road

Reprint Date/

Hara: 14.06.2024
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi
Distt. Solan, H.P., 173 205, IND IA
Tet: +91 981606 56001
wwwdrreddys.com

CEPTUHOHUKAT AHAJIM3A

' Product : /
JlpoayxT:
Batch No/
Cepua No
Analytical Report No/
AnaauTHueckHil oTueT No
Date of Manufacture /

Jara IPOH3BOACTBA
;Analysis performed acnordmg ND / Aunanus

- Keropoa®

: V240369

: 05/2024

. 390001740822

Ketorol (Ketorolao) solutlcn for intravencus and mtmmn&;cu]ar mjecnom 30 mgf‘ml

Batch Quantlt} /
Obbemcepun
Date of Analysis/ -
Jarta ananmusa
Date of Expiry /-

~ Topenpo

nposenen no HIT: LI11-001365-170222
Pace 30f5/Cx p 3 ui 5

: 27”727 qmpjlt,w
272727 amnya
14.06.2024

: 04/2027

i.? Test / IToxazaTens Results / PesynbTath! Specification / Hopma
o Total impurities / Cymma T 026% ; Not more than 1.50 % / He Gosee
npuMecedt i 1,50 %. !
8  Extractable volume / 1.0mi/ 1.0 ma : Not less than label claim (1.0 mL) /
Hiprexaemblii 06bem i I He meHee HomuHanwHore (1,0 Mn)

"9 Bacterial endotoxins / i <= 0.725 EU/mg / | Not more than 5.8 EU/mg of ketorolac
Bakrepnasibiibie <= 0.725 E3/mr | tromethamine. / He donec 5,8 EDmr
IHAOTOKCHHBI ) | KeToposnaka TPOMETaMKHA. ;

10 Stéﬁlity (every 15th batch) / T NA B : Must be sterile. )';[o};i:en ObITb
CrepiabHoCTs (4151 Kamoi | | CTEpHALHBIM,
15-0# cepuu) i |
! | - o i
No . . !
No Test / [ToxazaTennb Results / Pe3yneTaTs! Specification / Hopma }
11 Assay / KonnuecTeersoe ©29.88 mg/ 29.38 mr o From ZTOanT—m);;é of
onpeicIeHue CisHisNOy CsHyNOa (ketorolac
tromethamine) per 1 mL. / OT 27,0 M1
5 pile] 33,0 MI C|5H13N03‘C4H|1NO3
} (keToponaxa TpomeTaMuH) 1 1 M.
12 Alcohol content / Dranon 11.90 % From 10.60 % to 12.60 ¢ o

Ot 10,60 % no 12,60 ¢

MRemarks - The Product confirms to NI/

| TTpumeuanne: [IpoayKT COOTBETCTBYET rpebosanusam HIL

Conclusion : APPROVED /
3akawuenne: OJJOPEHO B

[Pr Prepared by / Checked by /
| [Mogrororaeno: Ambicsh
I Kumar - Maurya

[Mpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Opodpeno: Menenxep / Pykononiici
Manoj Kumar t

' Reprin-{_ Date /
Hara: 14.06.2024

TIT‘l 1-r0"’)

Reprint Datc/

Hfleprim Date /
‘lam 14.06.207 .'

’)2&

Hydlerabad - 500024, Telangzna, inain



| Product : /
- IMpoAYke:

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3A

Dr. Reddy's Laboratories (td
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,

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

TJel: +91 98166 56001-02
nwvndrreddys.com

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ketopo: ™ (ke:ioponak) pactBop JUis BHYTPHBEHHOIO W BHYTPHMEIILICUHOTO BBeneHnd, 30 ni/ma

‘Batch No/
’Cep[’lﬂ \lr'“

'Anall ytical Report No/

AnaJTHTyyeckui oTyeT Ne

Date of Manufacture /
Jara IponssoaAcTRA

1 Analysis performed according ND / Anaans nposenen no HJL: J11-0013 _6 _17_'02

1 mL in class I light-shielding amber |

T

Test / TlokazaTeias

: V240369

: 890001740822

05/

Packagmg / Ynakoska

] Labelling / Mapknposka

2024

Batch Quantaty /

‘O6nem cepun

1 272727 ampules/
272727 amnyn

Tonen no

Results / PesyabTaThl

J; glass ampoules (USP). A cut ring
i and point in the upper part of
ampoule. A Jlabel is attached to

ampoule. :

10 ampoules and a  patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

ITo 1 wmMa B amioyasl M3
CBETO3ALMTHOrO cTeKna

\

1

|

| KOPWHHEBOrO Knacca I (USP). B
| BEpXHEH YACTH AMMYJib!l HAHECCHBI
KOALUO M TOuKa ana pasioma. Ha
aMy.1y HaKIENBAIOT ATHKETKY.

flo 10 amnys ¢ HHCTpykuucH no
NPHMEHEHHIO HOMELIAIOT
B [IBX/anoMuHueBbifl BiiMeTeD.

[To 1 6ancTepy B MAYKY KAPTOHHYIO.

Date of Analysas /
Jlata aHa.im3a

1 14.06.2024

{Date of Expiry /

l

: 04/2027

Page 4()f5/’r p 4u35

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,
in a carton pack. /

flo 1 wMn B  aMioyam u3
CBETO3aLIMTHOIO CTeKIa KODHYHEBOTO
WIM  TeMHO-KODHYHEZOTO  UBETZ
wiacca ] (USP). B Bepxueli uactn
aMIy.lbl HAaHECEHBl KOJIbLO W TOYKA
18 pasioma. Ha aMny.ty Hakfensaor

5 blisters

ITHKETKY.
Mo 10 @vuvn c© dHeTpykuHedl no
NpHMEHCHUIO NOMeLLaT

B [IBX/ aniomMunuHessiil 6aucTep.

ITo 1 Ganciepy B DauKy KAPTOHHYIO:
Ana  crausodapos: no 2, 3, 5
GAMCTenoB B MUKV KapTOHKR Y.

According to ND / B cootretcTeun ¢ HJL.

Storage conditions /
XpaHenne

In a place protected from light below 25 °C. Do not freeze. / B 3AIHLERHOM
OT cBETa MECTe NpH Temnepatype He Beiuie 25 °C. He samopaxuarts.

T

Shelf-life / Cpok rognocru

3 years. /3 roaa.

Romarks : The Produot confirme to MDY/
[Tpumedanue: ITpoaykr cootsercteyet ipebosasmnan HI

Conclugion : APPROVED /
Jaxnwuenne: OJJOBPEHO

Prepared by /
' [ToaroTOBAEHO:
- Kumar

Ninbresh

Checked by /
[Mpurepeno: Santo sh Kumar
Maurya . :

Approved bv Mana&,er/ercu*we/

Manoj Kumnr i

Reprint Date /

Hara; 14.06.2024

Reprint Date /
Hara: 14.06.2024

Hycicrahad

i Reprint Date /
) | Hara: _1 -_‘7.06.2024

024, Telanzans, inca

wdrrefdve.com
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| Product : /

Tpoaykr: Ketopon® (keToposak) pacTBOp A8 BHYTPHECHHOTO H .14
|Batch No / 1 V240369

Cepus No _ i _ 'Obbem cepuy
Analytical Report No/  : 890001740822

AHaTHTHYeCKI oTYeT Ne

Date of Manufacture /

e

-
& o

{ "3

b

i?

<
r
£
a

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td
Formulztion Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Distt. So'an, H.P, 173 205, INDIA
Tei 491 98166 56001-02
wwirdrreddys.com

CEPTHO®UKAT AHAJTU3IA

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

: 05/2024

Jdara npoussojacrBa

API name / Hanmenoauue ADC:

INN/MHH:

'API manufacturer batch number /
Howmep cepun npoussoanic s AGC:
FP Manufacturer API Batch number /
cvord

Hosep cepnn

- Rcmaﬂ\s :

Tlfi’roduct conﬁrms to ND/ 7

Batch Quantity /

‘Date of Analysis
Jata anaaza

Date of Expiry/

. Tonen 10

‘Analysis performed according ND / Auaaus nposexes no IJ: JIT-001365-17 C222

Ketorolac tromethamine / i

ani apowsso e o CAO:

'{HOTO BBE/ICHHS. .30 Mr/ma
: 272727 qmpules,
272727 amnyn

. 14.06.2024

PCTMERER

. 04/2027

I':_Pl_)_ Thal TROAMC l, 5 HH

Ketorolac / Kevopan i

ABQHOO6833

FEQAOOS?O

API Manufactured by & country/
TIpoussoaureas ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JIzboparopuc JIto., Unaus

T Conclusion : APPROVED /
| 3axaroyenne: OJOEPEHO

Prepared by,
| [ToareToBneHo:
| Kumar

Cht"f{ed by /
%lnln sh
3 Maurya

|
I
i Reprint Date /

J.Iam 14.06.2024

Reprint Date /

TporepeHo: Saniosh Kumar

] chriht Date/

| Approved by: Manager/Executive /
Onobpeno: MeHenmep / PyKOBO,ELHTEJEb
| Manoj Kumar

Jlata: 14.06.2024

Hara: 1 4.0202}
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