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Product of

Hpoayer: Kevopon" (kevaponak) pacruep U BHYTPHBEHHOTO K BHYTPHMEILICHHOTO BacacHin, 30 mr/uy

Batch No/ 1 V230443 Batch Quantity / : 272727 ampules / ]
Cepn Ne Ofbem cepun 272727 amnyn I
IAnaiytical Report No / : 890001668871 Date of Analysis / : 10.06.2023 o
|AnaanrHaecknii oTer Ne Java anaamsa ‘ . ]
'Date of Manufacture / + May-2023 Date of Expiry / : Apr-2026 T
Jata npon3soacrsa T'ogen no . _J

|

Analysis performed aﬂnrdmﬂ ND / Ananus npnm'm-u no FJE: JIM-001365-1 10227

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Ketoro} (Ketoroiac)-solution for intravenous and intramuscular injections, 30 mg/m!

No Test / MNokaiavenn
Ne
|13 Description / Onucanue

2*-—;- kdentification 7
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3 | Clarity / Tipospausocts
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|
!

i 4_—1"“601(” / UsetHocTs
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Results / PesynbTa rut

| Clear pale y_cllo;;OTlEOn
INMpospasusiii CBETNO-KeNThI{
| pacrsop.

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the

chromatogram of standard solution I

of ketorolac tromethemine and
naproxen (Assay section) / BpeMena
)ncpmusautis OQCHOBHbMIX NHKOB HAa
XpomaTorpamme ACTIBITYEMOIO
PacTBOpa COOTAETCTBYIOT BPEMCHAM
VIASPRKMBAHUE OCHUBHMIX NHKOB Ha
: XpOMaTarpamme CTEHRAPTHOLO
pacTBOpa KCTOPONAKa TPOMETAMHHA
H HAMPOKCCHA (painen
«KomnyecTeenHoe onpencacHHEn»)

Complies / CooTectcreyer

- 0.04

| Not more than 0.20 at 430 nm. /
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Specification / Hopma

y | ‘Clear colorless to paﬁ: V)'rcllo"w-éoluhén.' i

| £ [lpospaunm#t  SecuseTHutit s

' CECINO-AEITHIA PACTAOP

| 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 romethamine and naptoxen
| (Assay scction) / BpoMena
, YACDKUBAHWA OCHOBHBIX NUKOB Ha
| XxpomsTorpamme HCNBITYEMOD
pacTeopa OOKHB! COOTBETCTBOBATH
BPEMEHAM  YAESPHKMBAHHR OCHOBHBIX
AHKOB Ha XpoMaTorpamme
CTARZAPTHOrO PacTBopa KeToponaka
TPOMETAMHHA M HAanpoKceHa (pasnen
«KonuwecTReHHOS ONpeaeneHnes)

E
1

| The C;Eal-e?caiéc of the sa;nplc should |

suspension L./ Onanecuenuns
TIpenaparta He A0NXHA MPeBbiWAaTh
| onanecieHIWIC ITANOHE CPpaBHEeHMA [

1
E not exceed opalescence of reference
I
i

i He Gonee 0,20 nipys AnHye BONHB
| 430 um,

1 i g s
| From69107.9./076,9 n07,9.

il

. Remarks : The Product confims to ND/ Conclusion : APPROVED / B
l!llpuueqaﬂuc: [Iponyxr coorsercrayer Tpebosanmnam HJT Jakmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by; Manager/Executive /
| Noarorosneno: Ankaj Verma | [Tposepero: Ramakan i‘ OnoGpeno: Menengep / Pyvkosonurens
A yad Ajay Sharma
f Reprint Date/ -~ Reprint Datc/ ~ ~ Reprin{ Date /
Hara: 10.06.2023 Hata: 10.06.2023 N | Jlata: 10.06.2023 e
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CERTYIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJIHM3A

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

Vili, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Ketarol (Ketorolac) solution for intravenous snd intramuscular injections, 30 mg/mi

Product = /

Mposyis: Ketopoa”™ (KCTOponak) pactrop Jis SHYPHDERHOMD W BHYTPUMbIWCYHOre Bscacuia, 30 mr/mn |
‘Batch.No?/ : V230443 Batch Quantity / : 272727 ampules / .
{Cepns Ne. Oﬁbem CePHH 272727 amnyn |
Am!ync:l Report No / : 890001668871 i)mc aof Analysis/ : 10.06.2023 ‘l
AHAIHTHYECKHH oTveT Ne , Jlara smanuia
'Date of Manufacture / : May-2023 | Dare of Expiry / ¢ Apr-2(26
Hara nponssoacTEA_ T oaen 5o B

Analysis performed according ND / Ananus nposeIen uo HA: JITT-001365-170222

6 | Particulate matter / MexaHHYecKKE BKAKMCHIIA

6A | Visible pariiclifs.’

Complies / Cooraercreyer

i Bansmpie 9acthip
6B | Invisible particles/ -
| HeBHAHMBIC YACTHLELE
i. Particles> 10 pum/ 713
Yactuu pamepom >
10 mxm
n. particles> 25 pm/ 01
HACTH PAIMEPOM
25 MM
74 Related substances / Poncreennbie npumecu
0.15%

1 B cootsercriny ¢ tpefoBanugmi,

. He 6onee 600 a amnyay.

| Impurity A/ [lpamecs A

Below LOD (LOD = 0.014 %) /

" lmpurity B/ Tipaecs B
] ]mpurﬁy C/ IMpumecs C

| Impurity D / Npusecs D

POBAHHAR NPHMECH

| Any unspccaﬁcd imputi.l}:!
| Eamuanyvas HenpenTHgmum-

Hume npeaena oﬁﬂapyzxeﬂna (lo
= (.014 48

Below LOQ (LOQ = 0.033%) /
Huwe npepesia KonHeCTBeHHOro
onpegenenus (TTKO = 0.033 %)

Below LOD (LOD =0.014 %} /
Hroxe npegena obuapyxenus (110
= 0.014 %)

Below LOQ (LOQ = 0.050%) /
Huxe npenena KoAHIECTREHHOTO
ompegencrur (I1IKQ = 6.050 %)

[ "not more than 0.20% /

Page20f5/Cip.2m3 5

Shc;u!d'cnncspond o rci;mruménts. i |

not more than 6000 per ampoule /
we Gonec 6000 Ha amnyny;

not mare than 600 per ampoule /

|

"

]

He Bonee |

0,20 %; ‘

Dot more then 0.50 % / He bones

| not. more than 0.20% / We Gomee

0,50 % J

not more than 0.50% / we Gonee |
0,50 %:;

0,20 %.

| Not more than 0.20 % / He 6omee

| 0,20%. J

TS —

I Ipumcuaemc: Mponykr cooTsercTaver Tpeboganmav HA

! Cdﬁclﬁsidn x APPR6VED{
Jaxmouenne: OJIORPEHO

Prepared by /
Toprotosneno: Ankaj Verma
4

Checked by /

HNpoaepero: Ramakant
)‘1:& wll f

Approved by: Manager/Executive /
ChioBperor Menepen / Pyxosonurens
Aday Sharua

: Reprint Poin/
[ Hara: 10.06.2023

Boprint Nt/
Dara: 10.06.2025

Roeprint Natn !
Hara: 10 £4. 2023
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CERTIFICATE OF ANALYSES
CEPTHOUKAT AHAJANIA

—y

Prodict:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml i
Mpogykr: _ Keropoa® (keraposas) pacTRop An% BHYTPHBCHHOIO W BHYTPHMBILLCHHOTO BBCACHHA, 30 Mr/ama |
Batch No/ : V230443 Bateh Quantity / 1 272727 ampules / B
Cepun Ne ) e ~ O6bem cepnn 27227 amnyn |
‘Analyhcn! Report No / : 890001663871 Date of Analysis/ 3 10.06.2023 ]
AngaMTHUeCKHH oTHeT Ne laTa ananuia_ L
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026 1
JEEa npusisuicina Ioaen a0 ]
Analysis performed according ND / Auaans wponeren mo 1L HII{)01365 170222 d
o B _ Page3of5/Cip.3mz 5
| Total impurities / Cymma 0.15% Not more than 1.50% / He 6onee |
npusMeceh 11,50 %.
§ | Extractable volume / 1.0mt/ 1.0 wmn i Mot less than label claim (1.0 mL) /
| Hisaexaemmit ofivem He mznee HoMuuanshoro (1,0 ma)
9§ Bacterial endotoxins/ <=().725 ;éf.jf'mg i | Not more than 5.8 EUimg_of ketorolac |

BaKTepHaILiiLIe <=0),725 E3/mr tromethamine. / He Bonee 5,8 ED/mr
| FHAOTOKCHHB | KETOpoNAKa TPOMETAMUHA,
0 | St:'riiiry (evér_v 15th batch) / NA ) ‘ Must be sterile / Jlomken 6miTy |
, CrepuasuocTs (0a8 KaKaoH | CTepHAbLHBINM.
| 15-0# cepun) {
11 Assay/ Koamuectsennoc 29.65 mg/ 29.65Mr | From 270mg to 330mg of |
I | empeasaeine ; CisHpNOy CHuNOy  (ketorolac
! ‘ tromethamine) per I mL. / Ot 27,0 mr
l Dao 330 mr CisHpaNOyw CaH NG,
' | {xevoponaka TpomeTamuH) 8 1 Ma.
12 | Alcohol content / Dranon | 11.28% From 10.60 % 0 12.60 %. /
| ’ | OT 10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ “Conclusion : APPROVED /_
Tlpwmenanue: Tpoaykr contrererayet mefioranusy HJE Taxnouenue: OJ_I_QBPEHO o
repared by / Checked by / Approved by: Manager/Executive /
NMonrorosnero: Ankaj Venna | Tlposepeno: Ramakant, i Omnobpeno: Menegeep / Pyxooaurens
[ Anst Ajay Sharma mﬁ__ o
Reprint Date/ =~ Reprint Date / : Repnnt Date/ — +
Jlara: 10.06.2023 Jara: 10.06. 2023 - Hara: 10.06.2023 . N

i ——

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 490C 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":

Product:/
CHpogywi:
Batch No /
Cepua o
Analytical Report No /

Keropon™ {

AHAINTHYECKHA oTYer Ny

Date of Manufacture /
Jlara mponzsaicina

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

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

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

KETOPOTAK) PACTBOP ANA BIYTPHBCHEONO H BHYTpWMBIWEYIfOr0 seeacknd, 30 Mrinn

: V230443 Batch Quantity / : 272727 ampules / g
()ﬁmm cCepuM 272727 amnyn
IDate of Analysis / 10.06.2023
JlaTa ananwsa
'Date of Expiry /
[ onen go

: 890001668871

: May-2023 - : Apr—202‘6 o

Analysis performed according ND / Awaan3s nposeaen no HJL: JII1-001365- 170222
PagedofS/Cip.4u3 5

| 13 | Packaging/Ynakopka 1 mL in class I light-shielding amber | | mL in class I light-shielding amber
§ glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP),
and point in the upper part of | A cutring and point in the upper pan
ampoule. A label is attached to | of ampoule. A label is atrached to
i ampoule, ! ampoule.
! 10 ampoules and a patient | 10 ampoules and a patient information
: information leaflet in a | leaflet in & PV Cialuminum blister.
i PVCraluminum blister. .1 blisters ina carton paci; ’
{ 1 blisters in a carton pack. / i For in-patient facilities: 2, 3, 5 blisters
[lo | wMn B awmnymsl ®3 | inacarton pack. / |
| CBETOBAWHTHOTO crexia | flo 1 mn B amnynw w3 |
| xopwuuersro xmacca | (USP). B | cRETOWAWMTHOIO CTEKNA KOPHYHEBOTO |
BEpXHefl JACTH AMNy/Thi MAWECEHW | WIH  TEMHO-KODHYHEBOrO  usera |
| KoABUO W TONKa Ana pasnoma. Ha | knacca I (USP). B sepxue#t vacth |
AMITY/TY HAKIEHBAIOT ITHKETKY. | aMMyiil HAHECEHB! KOABUC M TOYKE |
Ilo 10 amnyn ¢ wHeTpykudeR no | and paznoma. Ha amny.ry HakCHBAIOT |
; NMPHMEHEHH [IOMBWIBAICT | ITHKeTKY.
. [ s [1BX/amomunmensl i Ginctep. | [lo 10 ammyn ¢ uuctpyxumed o '
| ; Mo | Gaucrepy B naYKy KapTOHHYWO. | APHMEHERMIO noMmeuanT |
' i | B NIBX/amovusneswit Gnucrep. \
! [To 1 Gamerepy B na4Ky KAPTOHHYIO;
i ; Mt craudoHapos: no 2, 3, 5 |
| z GIMETEPOB B NAKY KApPTOMHYIO.
1 . — - 1
i Ilo | 6amcTepy B DAMKY KAPTOHHYIO ] |
14 | Labelling / Mapxuposxa | According to ND / B coorsercremy ¢ HI, i ™
15 .,4| Storage conditions / 1 Ina place protected from light below 25 °C. Do not freeze / B samumensom 1
i Xpanesne é OT CHETA MECTE IPH Temmepatype He Butie 25 °C. He samopaxyaats. .._M_li
16 | Shelf- lnfeICpc:c rexwocti | 3 years./3 ropa. I B _1

S EEE———

n{er}ﬁ_;ké : The Product contirms to ND/ | Conclusion : APPROVED /
| [Tpumeyanne: Tlpomykr cootpeicrpyet 1pebonansan [l 3axmoveune: ONOBPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive /
TMoarorosieno: Ankaj Verma | Hpozepeno: Ramakan j | Onobpeno: Meneagep / Pyrkosoautens
I U i Juktt | Ay Sharma ,_ﬁ_,,. I
Teprint Dot / 5 prrsm Date/ { Reprint Date / '
}Iam_ql_()“ .06.2023 | Jara: 10062023 | Jlara: 10.06 __2023 o R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2993, Ermail: mail@drreddys.com
LIN: LESTSSAPLYdARLLUUES0Y
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CEPTH®HKAT AHAJIH3A

Product:/  Ketorol {Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Keropoa™ (ketoponak) pacrsop ans BHYTPHBEHHOIO H BHYTPHMbIUELHOFO BBCACHUY, 30 Mr/my

_—

[poayxr: ‘
Batch No/ 1 V230443 Batch Quantity / : 272727 ampules / |
Cepust No - ‘ | O6bem cepin 272727 amnyn i
' Anafytical Report No / : 890001668871 'Date of Anzlysisl : 10.06.2023 m
Anaantudeckinit oruer Na JNata anasmaa )

‘Date of Manufacture/ : May-2022 | Date of Expiry / T Apr-2026
Jdata mpoM3RONCTE {Toaen no N

Analysis performed ac cordmg, ND / Ananns upnne'nu Ho, Hii JI1-001365- 170222
PageSof 5/Cip.5ma 5
_Ketorolac tromethamine / Eu. TOPOJIGKS TPOMETAMMY )

: \l’l namr / ihnhunnmmlc A@C
) Kc{ormaclhemponak _

_L‘

“I.NN!MHH S 4
API manafacturer bateh number / —1
Homep cepun npouisoauress ADC: 7 AFHOINLS
FP Manufacturer APl Batch pumber/ FEQAC0141

l-icm iep cepuu cyberanunn nposreoanreas CJId: | 7 L
| APL Manufactured by &« country / . Dr. Reddy's Laboratories Ltd., India 7
. Ap Peanw'c JlaGoparopuc Jira, Muams

| Mpoussoanteas ADC, crpaua:

o

Remarks ; The Product confi s o NV | Conclusion :-RfPRa\*EIS/ 7
[pumevanne: [ponykr cootsercrayer Tpebosavuam HI | 3aknoenne: QNIOBPEHO
Prepared by / Checked by / Approved by; Manager/Executive /
[Toaroropneno: Anka) Verma | Ilposepeno: Ramakant + (OnoGpeno: Meuepgep / Pykogomirresn
[N - ,;’mﬂi U Ajay Sharma . )
Reprint Date/ (-7 Reprint Dale/ | Reprint Date/ -
| Ja2i10062023 | Mara:10.062023 | JMlerw 10062023 i

Registered Office: 8-2-337, Road No. 3, Banjars Hills, Hyderabad - 500034, Telangana, india
Tel. 101 40 4900 2900, Faa. 191 30 4300 2899, Linall. ngli@uds ceddys L
CIN: L85195AP1984PLCDO4507
www.drreddys.com




