Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOPHKAT AHAJTU3A

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HOpoayxt: Keropon™ Dxenpece (keToponak) TableTky, AUCTIEPrHPYEMBIC B TIONIOCTH pTa, 10 mr -

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
Agaaurudeckuii oruer Ne Jlara anaausa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Hdarta npoH3BOACTBA T'onen no

Analysis performed according ND / Ananu3s npoeeaen o HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8 /Crp.1uz 8

Test / IloxasaTens

Results / Pe3ynbTraTtsl

Specification / Hopma

I
1

Description / Onncanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyriele, TUIOCKHE
TabaeTkn ¢ (ackoi, CBETIO-
XKENTOr0 LBETa C TPaBUPOBKOH
«I» Ha omHoii cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrarte, nrockue TabieTky ¢ dackoi,
CBETJIO-XKENTOro 1BETa C I'PaBUPOBKOH
«l» Ha OJHOH CTOPOHE.

2 Identification / IToaAnMHHOCTH

Ketorolac / Kemoponax

a) ByUvVv/
Y®-cnextpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnektps!
OTJIOILEHHS MCNBITYEMOTO PacTBOpa U
pacTsopa  CTaHjapTHoro  obpasua
KeTOpoNiaka TPOMETaMHHA  HOJDKHBI
MMETH MaKCUMYMBbI [TpH OJHOM U TOH e
IUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanne: Mpuaykr covrsercrsyer rpeGosaduam HIT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

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

IMoxrorosnero: Jitendip Mate | Iposepeno: Santosh Kumar | OzoGpeno: Menemkep / Pyrosoautens
\3 Maurya Pavan Kumar Sharma ‘_l/m:;-/v/-

Reprint Date f <‘~/ Reprint Date / Reprint Date / '

JlaTa: 26.07.2024 Jara: 26.07.2024 Jara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td,
Formulation Unit-6

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

CEPTH®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon” Drenpece (KeToposak) TabreTki, AUCTEPrupyembie B MONIOCTH PTa. 10 Mr

Batch No / : V2401388 {Batch Quantity / : 3600000 tab /
Cepus Ne |O6nem cepun 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
AmpanuTHaeckHi o1yeT Ne l,I[a'ra aHaJIu3a

Date of Manufacture / : 07/2024 iDate of Expiry/ : 06/2026
Jara npoH3BOACTBA T'oger go

Analysis performed according ND / Ananus nposenen mo HJI:
JITE-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8/ Crp.2u3 8

No

Test / IlokazaTens
Ne

Results / PesynbTaThl

Specification / Hopma

b) By HPLC/B3XX

Complies / CooTBeTcTBYET

The retention time of the main peak on
the chromatogram of “test solution
should correspond to that on  the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMs ylepxuBaHus
OCHOBHOTO [MHMKa Ha XpoMaTorpamMme
HCILITYEMOTO  pacTsopa  NOJDKHO
COOTBETCTBOBATL BpEMEHU
YIEpPXUBaHKS OCHOBHOIO - MHKa Ha
XpoMaTorpaMme pacTeopa
CTaHAAPTHOTO KeTopoJlaka
TpOMETaMKHa (pazznen
«KonHyecTBEHHOE OTIPENENIEHHEN).

obpasua

Remarks: The Product conforms to ND/

[Ipumeyanue: IIpoaykT cooTBeTcTRYeT Tpeboranmam HJJ

Conclusion: APPROVED /
Jakmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosnero: Jitendra Mate | IlpoBepeto: Santosﬁmar OnobpeHo: Menemxep / Pyropomimens
oSy 4 Maurya Pavan Kumar Sharma  _{o.——;
Lty
Reprint Date /* R - Reprint Date / Reprint Date / .
Hara: 26.07.2024 Hara: 26.07.2024 Tarta: 26.07.2024

Registered Offfce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Forrnulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol ﬁpress (ketorolac) Orally Disintegrating Tablets 10_r-r1_g
Hpoayxr: Keropos™ Drenpece (ketoponax) Tabierki, AHCMNEPIHPYEMbIC B IOIOCTH pTd, 10 Mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepus Ne O6npemM cepun 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
AnanuTHdecKkuii oryer Ne Hata ananuia

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Aata npoH3BOACTBA TopcH g0

Analysis performed according ND / Ananns nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

e Page3of 8§ /Crp.3u3 8
;0 Test / TlokazaTenn Results / Pesynbratsl Specification / Hopma |
3 Identification Complies / CooTBeTcTBYCT The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HNoamnunocTL butylhydroxyanisole peaks on the
6yTHArMAPOKCHAHH301 chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMena yIOepXHBaHWA
DHKOB  2-6yTUNTMADOKCHAHH30IA H
3-6yTHNrnapOKCHaHHM30J1a Ha
XpomarorpaMme HCMBITYEMOTO
PACTROPA  7NOMXHBL  COOTBETCTBOBATH
BpeMeHaM YAepIKUBAHUA ITHKOB
2-6yTHNTHAPOKCHAHHU30Ta U
3-yTHITHEPOKCHAHH301a Ha
Xpomarorpamme pacTBopa
CTaHAapTHOTO obpasua
OyTHIrMAPOKCHAHU30/1a (pazpmen
«Copepxanue
6YTHATHAPOKCHAHU3O0MAR).
4 Average weight / Cpeausia 68.5 mg / 68.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr a0 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms

Tpumevanke: TTponykT cooTeeTcTBYET TpeboBaHMAM HI

to ND/

Conclusion: APPROVED /
3araouenune: OJIOGPEHO

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

IMoaroTosneno: Jitendra Mate | IlpoBepero: Saptosh Kumar | Ono6peno: Menemiep / PykoBoaurens
\g ([ Maurya a’—f_ Pavan Kumar Sharma '5;“*’”" =
y d e ; /

Reprint Dat/ | Reprint Date / Reprint Date /

Jara: 26.07.2024 i Jara: 26.07.2024 Hara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwhwv.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpomyxr: Keropon™ Drenpecc (ketoponak) TabNeTkH, IHCIEPrHPYeMbIE B I0JIOCTH pTa, 10 mr

Batch No / 1 V2401388 Batch Quantity / :+ 3600000 tab /
Cepusa Ne Ob6beM cepuu 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
|AHaNHTHYECKHH 0TYeT No JlaTa anajgm3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Hata NpoH3BOACTBA Jl"oueu Ji (1)

Analysis performed according ND / Ananus mposeaen mo HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Paged4of8/Crp. 4us 8

;:,0 Test / [ToxasaTensb Results / PezynnTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OIHOPOAHOCTH MACCHI 2/20 tablets - not more than = 20 % /

18/20 Tabnerox e 6omee + 10 %
2/20 tabnerok — He Gonee + 20 %

S Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 MuH
PacnanaemocTtb '

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 103% Not less than 75% (Q) of

5 Ci1sH3sNO3+C4H| 1 NO; {ketorolac
Unit-2 / Ta6n-2 ik tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 102% 75% (Q)  CisHiNO3;*C4H1i1NOs

) . (xeToponaka  TpPOMETaMHMH)  depe3
Unit-4 / Tabn-4. 99% 15 Myl
Unit-5 / Tabn-5 104%

Unit-6 / Tabn-6 102%

7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a

Hucnepcunocth 710 pm sieve is formed. / O6pasyetca
OLHOPOJHAS CYCUCH3HSA, NpPOXOIAlIas
CKBO3b CHTO C. Pa3MepoOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

TIpumeyanwe: IIpoayKT cooTBeTCTRYET Tpebopanusm HJI

Conclusion: APPROVED /
Jakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onroroeneno: Jitendya Mate | ITposepero: Santosh Kumar | Onobpeno: Menezmkep / PykosoAnTeNs
B Maurya ] Pavan Kumar Sharma {oaw——r =
Glesey gt [
Reprint Daté/ & | Reprint Date / Reprint Date /
Jara: 26.07.2024 Hara: 26.07.2024 Hata: 26.07.2024

Registered Cffice: 8-Z2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q_':‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

Dr. Reddy's Laboratories [ td_
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. 5olan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Fxpress (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” 3xenpecc (keroponak) TabieTky, IHCIIEPrUpyeMble B TIONOCTH pTd, 10 mr

Batch No/ : V2401388 Batch Quantity / : 3600000 tab /
Cepus Ne Oobem cepus 3600000 ta6
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
AnanMTHYeCKHH oT4eT No JlaTa ananu3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
daTa n1poOH3BOACTBA Couen go

Analysis performed according ND / Ananns nposenen no HJI:
JINI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8/Cip.Su3 8

8 Related impurities / PoacTBeHHble IpUMeECH

58

ketorolac 1-hydroxy analog /
1-runpoxcHaHaaor
KeTopojaka

ketorolac 1-keto analog/
1-keToaHanor KeTopoiaka

Any unidentified impurity /
eqMHMYHasA
HeuAeHTH(ULMPOBaHHASA
NIpHMECH

Below LOQ (LOQ = 0.0032 %) /
Hnxe npezena konu4eCTBCHHOIO
onpenencHus (JTKO = 0.0032 %)

0.05%

0.02%

Not more than 0.5 % / He 6omnee 0,5 %

Not more than 0.8 % / He 6onee 0,8 %

Not more than 0.5 % / He 6osee 0,5 %

Total impurities /
CyMMa npuMecei

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

29%

Not more than 7.0% w/w /
He Gosee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHu4ecKHe pacTBOPUTEIH

Isopropyl alcohol /
Hzonponaxon

07 pg/tab /

07 mxr B Tabnetke

Not more than 350 pg/tab /
He 6osee 350 Mkr B TabneTke

Remarks: The Product conforms to NI/

Ipumenanie: [ponykt cootsercTRyeT TpeboBanmam HJI

Conclusion: APPROVED /
Zaxmouenne: QJOBPEFHO

Prepared by /
TToArOTORAEHO! J:tcnd M'ﬂe

Maurya

Checked by /
Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykopoanTens
Pavan Kumar Sharma  ~few—">

(( ca
Reprint Date § X
Jata: 26.07.2024

Reprint Date /

Hara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwyv.drreddys.com



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

e
Dr. Reddy’s ‘:. Vill. Khot, Nalagarh Road, Badd,

Distt. Solan, H.F.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoaykr: Keropon™ Dxenpece (ketoponak) TabneTky, ANCTISPrUpySMbIe B NOJIOCTH pTa, 10 mr = el
Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepusi Ne O06nem cepin - 3600000Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
Ananurayeckuii oTyer Ne Jlata anann3a =
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jata npon3BoicTea Toxen mo
Analysis performed according ND / Ananus npoeenen no HJX:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

_ Page60of8/Cip.6u3 8

11 Microbial enumeration tests / MukpoGuosiornyeckast YHcToTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g / =
Count / Obinee uucno He 6osee 1000 KOE/r
a3pO6RBIX MUKPO-
OpraHHW3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuuee He Gonee 100 KOE/r
YHUCNIO OPOXOKEBBIX U
IUTECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUEe B 1 T
12 Uniformity of dosage units / 4.2 Acceptance value (AV) not more than
OpHOpOTHOCTH 15.0 / TipuemouHoe 3HayeHUe (AV) He
/103UPOBAHUS 6osee 15,0.
13 | Assay/KoanyecTBeHHOE 9.9mg/9.9 Mr From 90mg to 11.0mg of
onpenesneHue (99.4 %) Cy5H;3NO3°C4H(NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 11,0mMr  C;sH3NO3+CqH [ 1NO3
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % 0T 3asBJIEHHOIO KOJIHX4ECTBa) B
TabreTke
14 | Butylhydroxyanisole 0.0897 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHne 0.0897 mr B Tabnerke He menee 0,042 mr B TabneTke
OYTHJITHIPOKCHAHH30J12 |
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumenarnie; IIpoaykt coorpetcTnyeT Tpedoparnzam HIT Zaxmonenne: OQJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

TMoxrorosnexo: Jitendra Mate | Ilposepero: Santosh Kumar | OnoGpeno: Menemwkep / RyKoBoanTenn

A Maurya @_ Pavan Kumar Sharma {7
%' bgh%a// _,\,.,—“ —

Reprint Date/ ¢ ~~ | | Reprint Date/ Reprint Date /
Hara: 26.07.2024 Hata: 26.07.2024 Jlara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC004507
wwywv.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJI3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpogyst: Kevopon™ Drenpece (keroponak) Tabnerkn, AMCHEPTHPYEMbIC B TONOCTH PTd, 10 Mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /

Cepua Ne O6Bbem cepuu 3600000 Tab

Analytical Report No / : 040002602741 Date of Analysis / ¢ 26.07.2024

AnanaTHdeckHii oryer Ne Jlata anaau3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026

|faTa mpou3ssoaCTBA Tonen no

Analysis performed according ND / Anaiu3s npoBexeH no HA:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page70f8/Cip. 7us 8
15 | Package/ YnmakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with

(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / ITo 10
information leaflet in a carton | Ta6aerok B 6micrepe 3 (ITA/ATIATS ¢
pack. / Ilo 10 Tabnerox B pnaronornoturenem/[12BIT) donsru //
6nucrepe n3z (A/AJI/IID ¢ | (I15/AJT) donsra. Ilo 1 wmm 2 6nucTepa
snaronoraoTurencm/II3BIT) C MHCTpYKUMEH MO MNPUMEHEHHIO B
qionera // (TIS/AJI) doneru. Tlo | mauky KapTOHHYIO.
2 6aucTepa ¢ MHCTpYKLMEH 0o
[IpHMEHEHUIO B nauky
KapTOHHYIO.

16 Labeling / MapkHpoBKa According to ND / B cootsercTeuu ¢ HJ|

17 | Storage conditions / Below 25 °C. / Ipu Temneparype He Beie 25 °C.
Xpaneuue
| 18 | Shelflife / Cpox roaHocTy 2 years / 2 rona

each 20th batch, or for one batch in a year whichever is earlier.
* [IpH BblMycCKe NEKAPCTBEHHOTO NpeNapaTa KOHTPOJIb Ka4ecTBa N0 MOKa3aTeNto «MukpoGuonoruyeckast

YHCTOTa» NPpoBOANTCH AJIA Kanxpoii 20-oit CEepHH, HIIH A5 OAHOH CepHUH B 04, B 3aBHCUMOCTH OT TOrO, UTO

HACTYIUT paHblue.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforms to ND/
Hprmeuarne: ITpoxyxr coorsercTByeT TpeboBarusm HL

Conclusion: APPROVED /
Baxmouenne: OJIOBPEHO

Prepared by /
IloarorosneHo: Jitendra Mate

ey

Checked by /
IIpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Opobpeno: Menemxep / PYKOBOARTE b
Pavan Kumar Sharma ./

(ﬁ_- P

| B

Reprint Date /° ' ‘
Hara: 26.07.2024

Reprint Date /

Iata: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 299G, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OO4507

wwyv.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd_
Forrulation Unit-6

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

CERTIFICATE OF ANALYSIS oo S0
CEPTHOUKAT AHAJA3A

Product: Kectorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Ketopon™ Dxenpecc (ketoposnak) TabuerkH, AMCNEprupyemele B nonocty pra, 10 mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepns Ne OGoem cepun 3600000 a6
Analytical Report No / : 040002602741 Date of Analysis / 1 26.07.2024
AnanuTHyeckuii oTueT Ne Jlara ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Ananus nposegen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page80of8/Cip. 83 8

API name / Haumenoranue ADC:

Ketorolac tromethamine / KeToponaka
TPOMETaMHH

| INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoauTesis AQC:

ABRH004346, ABRH002813

FP Manufacturer API Batch number /
Homep cepun cyGcranunn nponssoantens Iid:

FERA00297 , FERA00195

API Manufactured by & country /
IIpousBoantens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pengu'c JlaGopatopuc Jita., UHana

Remarks: The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpedoBanuam HL

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

S A - =

[oarorosneno: Jitendra Mate | Ilpoeepeno: Santosh Kumar | OxoGpeno: Menemkep / Pykosomiress

Approved by: Manager/Executive /

Pavan Kumar Sharma ‘L:i/

€7 |
Reprint Date/ ~ |7 Reprint Date /
Jara: 26.07.2024 Hara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1384PLCOD4507
wwhyv.drreddys.com




