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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Product:/  Ketorol (Ketoml“c) solution for intravenous and intramuscular mjbcnons 30 mg/ml

Ipoaykr: Keropon™ (xetopo.iak) pacrsop juis BHYTPHBEHHOIO W BHYTPHMbILEWHOTO BBEACHHS, 30 mr/mMa
Batch No/ : V240365 ‘Batch Quantity / 1 272727 ampules/
(Cepun No - ____ Oowbem cepun 272727 amnya
iAnalmc&l Report No/ : 890001734256 Date of Analysis/ : 31.05.2024
_AHa AHTHYeCKHH oTyer Ne . Iaraamammia o
‘Date of Manufacture / : 04/2024 'Date of Expiry / : 0372027

JlaTa npoOH3BOACTBA Togen no B

‘Analysis performed according ND / Auanus npone'ieﬂ no HI: JITI- 001365- 170222

,7

M'—wlof5/frp 1H35

Specification / Hopma

Clear colorless to pale yellow solution.
/ Tlpospaunplit OecUBeTHLIH WK
CBETA0-KENThIH PacTBOp.

in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of

! ketorolac tromethamine and naproxen

section) ! Bpemena
YOEPXHBaHHA OCHOBHBIX TIMKOB Ha
XpomaTorpamme WCTRITYEMOTO
pacTBOpa JOJKHBI COOTBETCTBOBATDL
BPEMEHAM YACPXKMBAHMS OCHOBHBIX
MHKOB Ha XpoMaToTrpamMme
CTaHIapTHOTO PAcTBOpa KETOpOJIaKa
TpPOMETaMMHA ¥ HarpoxceHa (pazzen
«KonnyecTreHnoe onpeseaeHue»)

. The retention times of the main peak?

Thc opalescence of the sample should
nct exceed opalescence of reference
suspension I. / OnanecueHuHs
npenapaTa He A0/MKHA NPEeBkIIIATH
0i1d1ECIIEHUMIO 3TANOHA CPABHEHHA L.

Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy anuHe BOSHE!

. From6.9107.9./076,9 10 7,9.

Approved by: Managcr/Exccutwc/ _
Onobpeno: Menemxep / Pykosoauten.
Ry Manoj kumar \

.f“

i ,00 Test / Toxazarens i Results / PesyabTaTh!
l Description / Onucanue Clear  colorless solution. /
i | Tpospaunbiit GecupeTHsIH pacTBOp.
2 I-Eéglt;f:i?atxon/ [ The retention times of the main
{ HNopananocTs ¢ peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
l of ketorolac tromethamine and
' naproxen (Assay section) / BpemeHa = (Assay
YOEPKUBAHKS OCHOBHBIX ITMKOB Ha
l XPOMATOrpamMme HCITRITYEMOT0
! | pacTBOpa COOTBETCTBYIOT BpEMEHAM
! YAEPKHBARUA OCHOBHBIX TIHKOB Ha
XpOMATOrpamMMe CTaHOAPTHOTO
: PACcTBOpa KETOPOJiaKa TPOMETaMHHa
] 5} HalpoKCceHa (paspen
i «KOJIMYeCTBEHHOE OTpEaEIeHHEN)
& Clarity / ITpozpausocTs ) Complies / CooTBeTcTBYET
4 Color / LlgeTHOCTB I . 0.04
| 430 uMm.
5 pH i : S 734
6 1 Particulate matter / Mexanu4decKue BKINYEHHS
 Remarks : The Product confirms to \TD/ Conclusion : APPROVED /
[Tpumeyanue: l}lpozym COOTBETCTBVET TpebosaHusam HJI 3axawyenue: OJOLPEHO
Prepared by / 37 Checked by /
Moarorosacio Rahul Kumar | IMpoeepeno: Santosh Kumar
i | Maurya
. Reprint Date / Reprint Date / Reprint Date /
|_ Tla'ra 3] 05. 202{% o Mata; 31.05.2024 Hata: 31.05.2024

Register=d CHfice:

*-2-337, Read No. 2,
cl: +91 40 4060 2900, Fay: -

31404000 2888, Erralls mai
CIN: LESISEAPIYEIPLCORA50T
wwvedrreddys.com

Baniara Hi'ls, Fyderabad - 50

0034, Telargans, Indis
drreddyi.com
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Dr. Reddy’s Qs*

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIa
Tel: 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJTU3A

' Product : / Ketorol (Ketorolac) sofution for intravenous and intramuscular injections, 30 mg/ml I
IIpodykr: Keropon® (keToponak) pacTrOp [N14 BHYTPHBEHHONO H BHYTPUMBIIIEYHOrD BBEAEHHA, 39 MM
BatchNo / 1 V240365 Batch Quantity / 1 272727 ampules / |
Cepsa Ne e 1O6neM cepun 272727 amnyn 7:’
Analytical Report No / : 890001734256 ‘Date of Analysis / 1 31.05.2024
AnaJIiTHYecKHiT oTyeT No Mara aganuza ) _
Date of Manufacture / : 04/2024 {Date of Expiry / : 03/2027
Jara npoussoacTaa (I'ogen po e

Analysis performed according ND / Ananu3 nbﬁm:{en o

HJ(: JIT1-001365-170222 B |
Page20f 5/Crp. 213 5

1;."0 i Test / IMokazaTens Results / Pe3yabTaTht ; Specification / Hopma |
6A—H§— Visible particles / I Complies / CootBeTcTBYET " Should co-r;espbnd to 1'eqmemems. /o

| BROMMBIE Y4acTHIBI

B cooTBercTBHM C TpeBOBAHUAMHA.

6B Invisible particles /
- HepHaumble 4acTHIL:

1. Particles 2 10 um/ 14 not more than 6000 per ampoule /
i YacTru pazMepom > He 6onee 6000 Ha amrtyny;
' 10 M
i particles > 25 um / 00 not more than 600 per ampoule /
YaCTHL, PA3MEPOM > He boniee 600 Ha aMnyny.
25 MKM
7 “Related substances / PoacTsennbie MpUMecH o
Impurity A / Tpunecs A T 0.15% not more than 0.20 % / ne Goiee
§ _ 0,20 %,
-lmpufity B/ I‘Ip}mc'éh B i ‘Not detected / He 06Hapy}}(éHa' not more than 0.50% / me Gonee
, 10,50 %: : :
A e g i |
Impurity C / [Tpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / uHe Gonee
Hiuxe npesena KOAHYECTBEHHOIO 0,50 %;
! onpenenenus (INKO == 0.033%)
—]m_';')'ﬁrily D/ I;lfﬁmacc:b D a "EB?E\EOD_(L_GD ~0.014 %)/ | not more than 0.20 % / ue Gonee

| ' Hinxe npene.ia obHapyxenus (IO 0,20 %.

=0.014%)
‘ i Any unspecified impurity / Not more than 0.20% / He bonee
Eannudnas HengeHTHOHUH- 0.06% 0,20 %.
[ pomaHHag HpHMEChH
| Total impurities / Cymma | 0.20 % ~ Not more than 1.50 % / He 6onee
| l npumMecei 1,50 %. [

” Remarks : The Product confirms to ND/ .
[pusmeganme|l IpopyiT cooTpeTcTsYeT TPebOBMiMaM H]I

Conclusion : APPROVED /
Zaawucenne: OJOBPEHO

| Prepared by "%: Checked by / Approved by: Manager/Executive / !
! TToproTosneno: Rahul Kumar | Ilposepeno: Suntosh Kumar | Onobpeno: Meneasep / Py kovoanicib Pt
o Mawya - I Manoj kumar Yo frei ! |
J Reprint Date / Reprint Date/ Reprint Date /
| Tara: 31.05.2024 Jata: 31.05.2024 Jara: 31.05.2024
- : 8-2-337, Roud No. 3, Banjara Hills, Hycc;ab?_d EC:'E:&, ::.Tingrrr{ar,r;ndia T -
lel #8140 4500 2500, Far: =51 40 4300 2998, Email: meli@driedays.com

CiN: LES180AP19EAPLCOV4507

wwvsdrreddys.

Com



Dr. Reddy's Laboratories Ltd

@l © . Formulation Unit-6
°® Viil. Khol, Nalagarh Read, Baddi,

Falisaay s W Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®HUKAT AHAJII3A

| Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
! Ilpoayxr: Ketopon™ (keTopo:1ak) pacTeOp fUisi BHYTPUBEHHOIO M BHYTPHMbILUEYHOTO BBEACHUA, 30 Mr/mn
Batch No / : V240365 ‘Batch Quantfity / : 272727 ampules /
?_C_eg!_ia_l\“ﬂ e _Obnem cepun 272727 amnyn
‘Analytical Report No / : 890001734256 Date of Analysis/ : 31.05.2024
ABa IHTHYECKHH oTyeT No _ __ Jara anaausa i
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara npousBoacrea ) o Toaen ao - ) o
{Analysis performed according ND / Auann3 nposesen no HJL: JII1-001365-170222

o _ Page3of5/Crp.3w35
No |

Ne Test / Iloxkazarens Results / PeayabTaThl Specification / Hopma
8  Extractable volume / 1.0ml/1.0mMn | Not less than label claim (1.0 mLTf
Hiarnexaemblii 06beM He menee HomuHansHoro (1,0 mi) |
{9 Bacterial endoloxins / 20925 EU/Mng / " | Not more than 5.8 EU/mg of ketorolac
BaxkrepuanbHble <=0.725 ED3/mr tromethamine. / He Gonee 5,8 ED/mr
JHIOTOKCHHBI KETOpOJaKa TpOMETaMHHA.
10 | §te}iiity {every 15th batch) / o Sterile / CTﬁprU‘ieH‘ ‘Must be sterile. / wﬂSE}?{eH OLITE
CrepuabHocTe (ANs Kampoi i CTEPHILHBIM.
‘ 15-0# cepun) i i
I;S Test / IloxkazaTens ‘ Results / PesynbTater - ’ Specification / Hopma
1 Aésaj} / KoauuecTsennoe 2922mp /2922 Mr ~ From 27.0 mg to 33.0 -mg of
| onpenefieHue C15H13NO3 C4H 1 NO; (ketorolac
| . tromethamine) per 1 mL. / Ot 27,0 Mr
‘ Do 33,0mr  CisHisNOy CsHy/NOs
i (xeToponaka TpoMeTamus) B 1 M.
12 ‘ Alcohol content / Dranon \ o 11.94 % . : From 10.60 % to 12.60 %, 7
| % - 0T 10,60 % 10 12,60 %.
 Remarks : The Product canfirms to ND/ Conclusion : APPROVED/
TTpuacuanne ¥ Ipouynt coviservisyer ipcOusanmm I | Barkirwyenne. OJJOBIEIIO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroronacia: Rahul Kumar | Tlpoeepero: Santosh Kumar | Ono6pedo: Menemxep / Py kanoire i :
B e | Maurya s Manoj kumar Y2t
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.05.2024 Hara: 31.05.2024 - Hara: 31.05.2024 _ - -
Registered Cffice: 8-2-337, Ao dicv' B ;.}ya HiﬁsTF vderapad - 500034, Telargona, Indis o )
el #9105 4900 2900, Fo +81 4G 4000 2905, Erail: mel Zdrreddys.cem

CIN: L35 195AP198aPLENGA507
wivvsarreddys.com



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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P, 173 205, INDjA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.corn
CEPTHOPHKAT AHAJIHM3A

Product : / Ketorol (Ketorolac} solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxr: _ Kertopon® (keToposnak) pacTBOp 4718 BHVTPUEEHHOIO M BH»TpH\f[h[LHelilfG_F_O‘Elg;JLHHH 30 mrima
Batch No/ 1 V240365 ‘Batch Quantity / : 272727 ampules /
1@111111 Ne ____ QObbem cepun 272727 amnyn
;Analvtica] Report No/ : 890001734256 iDate of Analysis / : 31.05.2024
(AHa THTHYECKHH 0TyeT No . Jara anasn3a - -
;Date of Manufacture / : 04/2024 Date of Expiry / + 03/2027

I[ara NpPOH3BOACTBA

Analyvsis performed accordmg ND / / AH&JH?: npoaeaen no HJL: JIT1-001365-170222

T'ogen g0

| No Test / [ToxasaTennb |

Results / PeayneTaTs!

Pag&ofS/l_lgﬂ H3 5

Specification / Hopma

Ne
13 Packaging / ¥YnakoBxa r

14 Labelling / MapkupoBka

I mL in class 1 lightjshiclding_a-r-nber
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. /

[lo 1 wMa B aMm;myas  u3
CBETO3a1UHTHOTO cTeKa
xopuuHeBoro kiacca [ (USP). B
BEPXHEH YACTH aMITY.Ibl HAHECEHbI
KONBLO M TOYKd Aias paznoma. Ha
AMILYIlY HaKJIEMBAKT ITUKETKY.

[To 10 amnyn ¢ MHCTpYXuMe#d no
NIPHMEHEHHIO NOMELAT
B [I1BX/amoMiinnessiit GnucTep.

ITo 1 6ancTepy B NaYKy KAPTOHHYIO.

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 f
in a carton pack. /

[lo 1 mMn B amnynsl 3
CBETO3aUIMTHOTO CTEKJIA KOPHYHEBOTO
WIH  TEMHO-KOPWYHEBOTO  LBETa
knacca I (USP)., B sepxneit wacTu
aMIYABl HAHECEHBI KOALLO M TOYKA
111 passoma. Ha aMnyny HaKneMBaoT
3THKETKY.

. [lo 10 amnyn ¢ wmHcTpykuumeid o

MPUMEHEHHIO IOMELIAI0T
B [IBX/amomunnessili 6auctep.

ITo 1 GaucTepy B Na4Ky KapTOHHYIO,
JUIS  CTauuoHapos: no 2, 3, 5
GMCTEpOB B NaUKY KAPTOHHVIO.

According to ND / B coorsetcTein ¢ HII,

15 Storage conditions /
| XpaHenue
i

16 | Shelf-life / Cpok roxsocts

In a place protected from light below 25 °C. Do not freeze. / B 3ammiie HHOM
OT CBETA MECTe Tip} Temneparype He cbie 25 °C. He 3am0pammarb

3 years. / 3 roza.

I API name / Haumenopanse ADC:

if "l')'\‘! STAMIH

i
| Ketorolac tromethamine / herepoiax

rRemd:r-ks . The Product confirms to ND/
|| Mpumeuanue:(} Ipoxykt cooreeTcTayet TpeGoparuam HJT

| Prepared by / ¢ Checked by / . Approved by: Manager/Executive /
| ogroroe.iero: Rahul Kumar | Tlposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosogure 1. -
| ' Maurya E Manoj kumar fho i |

jConcIusmn APPR()VED/
| 3aknwuenne: OJOBPEHO

”ARepri nt Date /
JlaTa: 31.05 .ZOZi ~

Reprint Date /
 Aara: 31.05.2024

i Reprint Date /
! Jlara: 31.05.2024

Registered OFF

ce: B-2-337, Rsad No. 3, 3
Tl #5140 4200 2200,

s, Hyderahad - 500034,
rmandrre

Telzngana, indis
ddys com

CIN: 185195AP139

wivarreddys.com

SGPLEDTAEDT?



{ Reprint Date/ l
Jara: 31.05.2024

Dr. Reddy's Laboratories [td.

, B 1. Formulation Unit-6
;‘& r .JC;-,L {:, \/}S : .fﬁ Viil. Khol, Nalagarh Soad, Baddj,
B Distt. Solan, H.P, 173 205, INDJA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.comn
CEPTUOHKAT AHAJTU3A
i”i;l_'-c_)duct 34 Ketorol (Ketorolac) solution for intravenous and intremuscular mJ:,ctlom 30 mg/ ml o
IIpoayxT: Keropon” (ketoponax) PACIBOD /171l BHYTDHBEHHOTO M BHYTPUMbIILIEYHOTO BBeAeHHUs. 30 Mr/mi
‘Batch No / 1 V240365 Batch Quantity / 2 272727 ampuies / ]
Cepua No o ’OG'I:E\I CepHH 272727 ammya_
Analytical Report No / : §90001734256 Date of Analysis / : 31.05.2024 i
AHAaNHTHYeCKHHA oTyeT No B o Mara ana;n3a . ‘
'Date of Manufacture / : 04/2024 Date of Expiry / : 0372027 1

TA NPOH3BOACTBA

|/la
Analvns performed accordmg I\D I’AHEUII-IB IIpOBeﬂEH no o HJI: JITI-001365- }70222

I INN /MHH
API manufacturer ba batch number /_
Homep cepuu nponssoaurens APC:

ITonen o

_Page5of5/C rn 5m5
Ketorolac/KeTopo.naz\ _

ABQH006832

FP Manufacturer API Batch number /

Howmep cepuu cyberanuun npoussoantens LI@:

FEQAOQ0569 I

API Manufactured by & country /
[Mpoussonurens ADC, erpana:

D1. Reddy's Laboratories Ltd., India /
I-p Pepan'c Jlabopartopuc Jita., HHaus |

The Product confirms to ND/

Remarks :

ITpumeuanue: {ﬁpo;[y}cT cooTeeTcTBYET Tpebosanuam HJJ

Conclusion : APPROVED /
3axnwuenue: OJIOBPEHO !
Approved by: Manager/Executive /
Omobpeno: Menemxep / Pyxonosiiren

! Manoj kumar Ay, ALt

Prepared by - Checked by /
' TTogroTosneiio. Rahul Kumar Hpoaepeno Santosh }\umdr
J . Maurya
Reprint Date /

stered ("‘f
Tel. +o1 40 4500 2800, 1
CiN;

Rz,

Hara: 31.05. 2024

o 8- 3,7 Rozd Na. 3.8 r,

Repnnt Date /

Hara: 31.05.2024

rd H <, byderabad - 500734, Telangan

Yt 1 02900 2858, Email: maii®dr

L3519: ’\'-"lL SPLCOO4EDY
drreddys.com

“,

indis



