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Dr.Reddy’s Qi’*

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJNI3A

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

TIpogyxr:  KeTopon™ (keToponax) pacTsop it BHYTPHBEHHOTO ¥ BHYTPHMBILICHHOrO BBCACHHA, 30 Mr/my |
{Batch No / : V230370 Batch Quantity / 1 272727ampules /

Cepua Ne O6bem cepm 272727 amnyn
Analytical Report No / : 890001663398 {Date of Analysis / : 15.05.2023
AnanKradeckui oryer No L JlaTa anajuza L
Date of Manufacture / : Apr.2023 ‘Date of Expiry / 1 Mar.2026 ,

Jara IPOM3BOACTBA R Topenpo |
Anal_‘_ﬁ‘is performed according ND / Ananus nposeaen no HJI: JI[1-001365-170222

Page10f4/Cip.1m3d

HognuHHOCTS

|
3 | Clarity/ Ilpospaunocts

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemera
yAepuHBaHWA OCHOBHBIX NUKOB Ha |
XpoMarorpaMme HCIMBITYEMOTO |
pacTBOpa COOTBETCTBYIOT BpEMeHaMm

YIEpHUBAHHA OCHOBHBIX TIHKOB Ha
Xpomarorpamme CTaHOapTHOTO
pacTeopa keToposaka TpoMeTaMUHA
" HamnpoKceHa {paznen
«KonuuecTREHHOE ONPEAENEHHEN)

" Complies / CooTBeTCTRYET

I;f Test / [lokazatens Results / Pesynprats: Specification / Hopma
1 Description / Onncanue Clear, light yéllow solution. /  Clear colorless to pale ye]Zgw solution.
[po3payHelit ceetno-kentsiif [ Tlpospauneii  BecuseTHslf  tin
| pacTsop. CBETNO-KeNThIH pacTaop.
2 Identification / . The retention times of the main  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) / BpemeHa
YOEpXHBAHAS OCHOBHBEIX MHKOB Ha
XpoMaTorpamMme HCTBITYEMOTO
PACTBOpA JHODKHBI COOTBETCTBOBATH
BpeMeHaM YIEPXHBaHHA OCHOBHBIX
MHKOB Ha XpOMATOrpamMme
CTAHNAPTHOTO PACTBOpA KETOpONaxa
TPOMETAMHHA W HampoKceHa (paszen
«KonuuecTBeHHOe onpeaeneHuey)

j m"'fh?gpaigscéncufe of the sami)ii should

not exceed opalescence of reference
suspension [. / Onanecuenuas
npenapara He JOJUKHA NpesbliaTh
ONANECLEHHIO YTAJIOHA CpaBHEHHs [

Not more than 0.20 at 430 nm. /
He Gonee 0,20 npu AnuHE BOJIHEL

From 6.9 to 7.9./ 01 6,9 no 7,9.

4 Color / ].lB:ET;OC{'b o i 0.07
l 430 uM.
5 | pH T | T 7.36
6 Particulate matter / Mexannyeckue BICTIOYEHHSt -

O R T s

Remarks: The PIOdUCG(_JiFIﬁmiS to ND/

Conclusion: APPROVED /
3axuouenne: OJOBPEHO

Tpumeuanue: [Tpogykr coorsercreyet TpebosanuaM HJI

| Jlara: 15052023

Hara: 15.05.2023

Hara : 15.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /

IMoaroroeneno; Ankit ( IMposepeno: Pardecp Kumar | Opobpeno: Merewwep / Pyiorogurens
- - Amit Kumar AN

Reprint Date / Reprint Date / Reprint Date / i

Registerad Office: 8-7-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangany, India
Tel: 91 40 4900 2200, Fax: +31 10 4200 2999, Emall: mail@direddys.com
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Dr. Reddy's Laboratories Ltd.

$e
Dr.Red dy,s ‘;‘ Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDia

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTU®UKAT AHAJIV3A www.drreddys.com

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular 1D_}BC'[I{)}’IS 30 mg:/ml

1

EBO}IYI_Q_’_‘I_'E | KeTopon (keTOpOJaK) PacTBOP 1S BHYTPHUBEHHOTO M BIIY 1pmumme={1{0ro BBu v, 30 mr/ma
‘Batch No/ : V230370 Batch Quantity / 2 27272 /ampules / !
Cepusa Ne R _ |Obbem cepun 272727 amina
Analytical Report No/ : 890001663398 {Date of Analysis / : 15.05.2023
AuanaTHYECKHH oTyeT N2 ) __I{_aTa AHAIH3A -
{Date of Manufacture / : Apr.2023 .Date of Expiry / : Mar.2026
fﬂara DPON3BOACTEA Togen o -

tAnalvsw performed according ND / Ananus nponeneﬂ mo HJL: JIT1-001365-170222 S _ ' |

NNBO Test / Nokazatrens ' Results / Pe3ynsTaTh! Specification / Hopma i
R S — R L P SRR s - - |
6A  Visible particles / Complies / CoorBeTcTByeT Should correspond to requirements. / |
: Buanmbie 4acTHLb! B cooTBeTcTBIM ¢ TpeOOBAHU AMHU. l

- I SR —— —_— P —————— - S——— WERAEITY o
6B | Invisible particles / ,

HepuauMbie YaCTHLbI:

i. Particles> 10 um/ 12 not more than 6000 per ampoule / |
YacTyll pasMepom = He Gonee 6000 Ha ammyny;
10 MkM
ii. particles>25 pm/ 00 not more than 600 per ampoule / I
YACTHI] Pa3MepoM > He Gonee 600 nHa amnyny.
; 25 MEM
7 | Related substances / Poxcraennsie mpumeck - T o i
Impurity A / Ilpumecs A T 0.15% u "1 not more than 0.20% / ne Gosnee
0,20 %;
e Below Limit of Detection (LOD = F— " ——— o
Impurity B / Ilpumecs B 0.014 %) / Huxe mpenena gost0 rnn/?re than 0.50 % / He Gonee
obHapyxenus (110 = 0.014 %) _rame il :
Impurity C / Ilpumecs C not more than 0.50% / nHe Gonee

Less than LOQ (LOQ = 0.033 %) / 0,50 %;
Huxe mpenena KoNH4YeCTBEHHOIO
oo onpenenenus (JIKO = 0.033 %) e r— P
Impurity D / ITprmecs D | not more than 0.20% / ne Gonee
Below Limit of Detection (LOD == 0,20 %.
0.014 %) / Hixe npenena
obnapyxenus (ITO = 0.014 %)

[

“Any unspecified ir_npuriij}/ o Not more than 0.20% / He bOonee
EnuunyHas HeMAeHTHQHULH- 0,20 %.
poBaHHas NPHMECH Not detected / He oGHapyxeHa
S N S |
"Remarks: The Product confirms to ND/ " Conclusion: APPROVED / ]
| [pumeuanvie: TIpOfyKT COOTBETCTRYET tpebosanmam HII 3aknwyenne: OJJIOGPEHO i
Prepared by / e Checked by / Approved by: ManagerfExecutive /
INoaroroeneno: Ankit A IIposepeno: Pardeep Kumar | Onobpeno: Menex 4ep T"\ KOBOZMTENE |
! Amit Kumar - |
Reprint Date / Reprint Date / Reprint Date / ' o
Hara: 15 .QS_.2023 | Hata: 15.05.2023 m___,Z[a’ra :_15.05.2023 )

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4500 2200, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN. L85195AP1334PLCO04507
wyrw.erroddys.com



Dr.Reddy’s “5.'.

CERTIFICATE OF ANALYSIS

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

CEPTUHOHKAT AHAJIM3A

Prbﬁ;:c_t: / Ketorol (Ké{&algé)isolution for intravenous and intramuscular injections, 30 m‘,/fﬁ?

[pomyxT: Keropon™ (I\ETODOTH}\) PACTBOP IS BHYTPUBEH! 01 11 BT 1 PHALIEHHOIO BBCAEHNMA, 30 Mr/Mﬂ
Batch No/ : V230370 Batch Quantltv / : 272727ampules /
;Cepﬂﬂ Ne ~ *1061:9\4 cepiin_ 272727 ammn
1Analytical Report No / : 890001663398 Date of Analysis/ : 15.05.2023
|Ananmredaeckuii oTaer Ne _ Hara ananmusa e ]
Date of Manufactare / : Apr.2023 Date of Ex} Expiry / : Mar.2026
JlaTa RPOH3BOACTBA Tonen no o B

Analysis performed accordmg ND / Auwanus npoBefieH no HJE: JII1-001365-170222

' Ha Test / [loxasaTens
Ne
" Total impuﬁtfesﬁ Cymma
l | rpumecei
8 | Extractable volume/
. HM3asnexaemetii 00Lem
' 9 E Bacterial endotoxins /
: BakrepnanuHbie
l JHAOTOKCHHBL
10 | Sterility (every 15th batch) /
| CTepu/ibHOCTDb (5/1d KaxXxoi
I 15-0ii cepumn)
11 | Assay/ K:;ququTseHgoe
onpegesenne
" 12 | Alcohol content / Franon
t

Results / Pesyabrarsy

P
%

0.15

1.0 ml/ 1.0 Mx

f[
s o]
1
|
|
I

" Not less than label claim (1.0 mL)/

<=0.725 EU/mg /
<=0.725 ED/mr

NA

. KE€TOpOAaKa TpOMETaMKHa.

— 1

Page 301”4/& p. 31134

Specification / Hopma

' Not more than 1.50% / He 6onee

1,50 %.

He menee HomunansHoro (1,0 mn)

Not more than 5.8 EU?mé?{ketorélac
tromethamine, / He Gonee 5,8 ED/Mr

Must be sterile. / JIomKEH ObiTh
CTEPUIIBLHBIM.

T 2975mg/29.75 mr

11.92 %

From 270mg to 33.0mg of
Ci5H13NO5 C4HiNOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
10 33,0mr  CisHisNO;y CaH | (NOs
(keToponaxa TpoMeTaMuH) B 1 ML

From 10.60 % to 12.60 %. /
Or 10,60 % o 12,60 %

Remarks: The Product confirms to ND/
[Mpumesanne: [poaykr coome’rcmyefr

tpeGosansm HJT

Conclusion: APPROVED / :
3axnwuenne: OJOBPEHO

Prepared by / -
[Moxnrotosneno: Ankit '

Checked by /
[Tposepeno: Pardecp Kumar

Approved by: ManagerfExecutlve /
Onobpeno: Mene e / Py koBOAKHTETS
Amit Kumar

i

{‘_\. S

§ Reprint Date /
. Jlara: 15.05.2023

Reprint Date / o
Tara: 15.05.2023

Reprint Date /
Hara : 15.05.2023

]

Negistarad Offica; 0-2-337, Road Na. 3, Danjara Iiills, llyderabad 500034, Telangana, India
tel: +91 40 490U 290U, kax: +41 40 4900 2944, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com



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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND)A
Tel : +91 98166 560061-02
www.drreddys.com

Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mp/ml ;
! TIpoAykT: Ketopon™ (ketoponak) PacTBOp 1St BHYTPHBEHHOIO W BHYTPHUMbILIEYHOIO BBEACHNS, .30 MT/ M
iBatchiNo / : V230370 Batch Quantity / : 272727ampules /
Cepua Ne o 106bem cepun 272727 amnyn |
Analytical Report No / : 890001663398 Date of Analysis / : 15052023 |
[Anajiriyeckuii oryer N ____ |Rara ananmza _ |
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026 o
Jdara fipouseoacTea Topen ao o

'Analysis performed according ND / Ananns nposexen no HII: JI1-001365-170222 |

Page4of 4/ Crp. 4nsd

i

P;,f Test / ITokaszarens Results / PezyasTaTsi ! Specification / Hopma
L 13 —“Packaging/ Ynakoexa 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
E - 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 part
| ampoule, A label is attached to = of ampoule. A label is attached to
| ampoule. ampoule. '
| 10 ampoules and a patient , 10 ampoules and a patient information I
information leaflet in a  leaflet in a PVC/aluminum blister.
: - PVC/aluminum blister. I blisters in a carton pack;
[ 1 blisters in a carton pack, / | For in-patient facilities: 2, 3, 5 blisters
o 1 wmn B awmnyns w3 | inacarton pack. /
CBETOZAUINTHOIO crekra  IMo 1 mn B avnynm w3 |
xopuuHeBoro knacca I (USP). B ‘ CBETO3AIMUTHOTO CTEKNA KOPHYHEBOTO |
BEpPXHEH YACTH aMnylel HAHECEHBI | WAM  TEMHO-KOPWYHEBOre  lBeTa |
KOTbLO W TOYKa /UTA paznoma. Ha | wracca 1 (USP). B Bepxueii vactn !
aMI1yJly HAKNEHBAIOT ITHKETKY. f aMIyNbl HAHECEHBl KONBLLUO MW TOYKA
| [lo 10 amnyn ¢ unHcTpykmmed mo | ajapasnoma. Ha aMIyNy HAaKIeHBaloT
IPUMEHERHIO NOMEUIAIOT | 3THKETKY. |
8 [IBX/aniomuuuerstii Smicrep. " Tlo 10 amnya c UHCTpYKLIHeH 110
[lo I 6nucTepy B mauky KapTOHHYIO. MIPUMEHEHHKO NOMEaT
| | B [IBX/aniomuHressI i GnucTep.
i Tlo 1 6nucTepy B Na4Ky KapTOHHYIO;
AnA - crauMowapos: no 2, 3, 5
. L 1 GrucTePOB B Na4KV KAPTOHHYIO.
14 Labelling / Mapxuposka i Accordmg to ND / B COOTBETCTBMH ¢ HIO.
i i
15 | Storage conditions / | In aplace protected from Iight below 25 °C. Do not freeze. / B JallMIeHHoOM |
Xpanenue OT CBETa MECTE PH TeMnepatype He Biue 25 °C. He 3aMopakuBaTh.
16 Shelf-life / Cpox roanoctn [ 3 years. / 3 rona.

' Remarks: The Product confirms to ND/
ITpumeyanue: Hponyl(_T_ COOTBETCTBYET TpeboBanuam H/I

o ap—

R ——

Conclusion: APPROVED /
| 3arnrogyenue: OI[OBPEHO

Prepared by /

IMoprorosneno: Ankit g

Reprint Date /

{ fara:15.05.2023

Checked by /

Approved by: Manager/Executwe /
Iposepeno: Pardeep Kumar | Onobpeno: Mene aep / Pykopoaurens
E Amit Kumar A

PP

Reprint Date /
Hara: 15.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hillz,

Reprint Date /
Jata : 15.05.2023

Hydcrabad - 200034, Telangana, India

Tei: +91 40 4900 2300, Fax: +91 40 4200 2999, Emai: mail drreddys.com

CIN: L85195AP1554PLCOG4507
www.drreddys.com
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