Dr.Reddy’s Q.’:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon™ Dkenpecc (keToposiak) TabneTku, ANCIEPrHPYEMbI€ B NIONOCTH T, 10 Mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
|Cepus Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
AnanuTHYecKHi oTueT Ne JlaTa anannia

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jata npon3BOACTBA T'open xo

Analysis performed according ND / Ananuns nposenen no H/L:
|JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8 /Crp. 1 u3 8

N ] :

Noo Test / ITokaszaTesb Results / Pe3ynbTaTel Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|' debossed on one side. /
side. / Kpyrnele, twiockue | Kpyrmbic, mnockue TabneTku ¢ pacioii,
TabneTkd ¢ (ackoM, CBETNO- | CBETVIO-XKENTOro LBETA C IPAaBUPOBKOMH
KEJITOrO 1BETa C IPaBHPOBKOH | «l» Ha omHOI CTOpOHE.
«l» Ha OTHOM CTOpOHE.

2 Identification / [TogJuHHOCTD

Ketorolac / Kemoponak

a) Byuv/
V®-criekTpodoToMeTpHs

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (x 2 nm). / Y®-cnekTpsl
HOTJIONIEHHS MCIBITYEMOTO pacTBopa u
pacTBopa  cTaHaapTHoro  ofpasia
KETOpoJiaka TpPOMETaMHHA  AOJDKHEI
HMETh MaKCHUMYMEI [IPU OJTHOM M TOM e
IJIUHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/

TMpumeuanue: [TpoaykT cooTBercTByeT TpeboBanuam HJJ

Conclusion: APPROVED /
Zaxawuyenne: OXOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Jitendra Mate | ITposepeno: Santosh Kumar | Ono6peno: Menezkep / PykosoauTens
ra Al Maurya Pavan Kumar Sharma A m-- — -
":\.‘J / ) L
/Jg X)(L :3{/ L/
Reprint Date /< ’ Reprint Date / Reprint Date /
Hara: 26.07.2024 Hara: 26.07.2024 Jara: 26.07.2024

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy'’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02

CEPTHO®HUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (ketoponak) TabIeTKH, AMCHEPrUpYEMbIe B TIOJIOCTH PTd, 10 mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepuH 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
AHaauTHYeCKHH oT4eT Ne Jlara ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa mpon3BOJACTBA I'onen ao

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

Page 2 of 8§ /C1p. 2 u3 8

No

Test / I[Toxa3zaTesnb
Ne

Results / Pe3ynbTaTsl

Specification / Hopma

b) By HPLC /B3XKX

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 ynepxuBaHus
OCHOBHOTO IHKa Ha XpoMaTorpamMme
UCILITYEMOTO  pacTBopa  HOJDKHO
COOTBETCTBOBATD BpEMEHH

YIEp)KMBAHAS OCHOBHOrO [THKa Ha
XpoMaTorpaMme pacTBopa
cTaHJapTHOro ofpasua KeToposaka
TpOMeTaMHHa (pa3men

«KonnuecTBeHHOE OMpENeNeHUEY).

Remarks: The Product conforms to ND/

[Tpumeuanue: ITpoaykT cooTsercTBYeT TpeboBanusamM HJ

Conclusion: APPROVED /
3aknogenne: OJJOBPEHO

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

[Moarorosnexo: Jitendra Mate | IIposepeno: Santos mar | Omobpeno: Menemxep / PykosoauTeiib
JQI\Q ﬁ( - Maurya /. Pavan Kumar Sharmma ,_--'i}—v__—'—_ﬁ

Reprint Date /* » Reprint Date / Reprint Date / e

IMarta: 26.07.2024 Hara: 26.07.2024 Hara: 26.07.2024

Registered Cfffce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 299G, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drredays.com
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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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxcnpece (keToponak) TabieTky, AUCHeprupyembie B nonocri pra, 10 mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepus Ne ObbeM cepun 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / 1 26.07.2024
AHaTHTHYECKHI 0TueT No Jara anannza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JdaTta npousBoacTBa Topen go

Analysis performed according ND / Ananns nposeaen no HJL:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8 /Crp.3 n3 8

;0 Test / ITokasaTenb Results / PesynpraTh! Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoguuHoCTL butylhydroxyanisole peaks on the
OyTHJIrMAPOKCHAHHU30JT 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). / BpemeHa yH#epXuBaHU:
NMKOB  2-OyTHUNTMOPOKCHAaHW30JIa U
3-6yTUATHAPOKCHAHU30/1a Ha
XpoMarorpamme UCIBITYEMOT0
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIEepXXUBAHUSA MHUKOB
2-6yTUNTHAPOKCHAHK301a "
3-0y THUATMAPOKCHAHK301a Ha
XpoMmaTorpamme pacTBopa
CTaHAAPTHOTO obpa3ua
OYTHITHAPOKCUaHU301a (pa3men
«ConepxaHue
OYTUNTUAPOKCHAHU3ONAN).
4 Average weight / Cpennss 68.5 mg/ 68.5 Mmr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca Ot 67,2 Mr mo 72,8 Mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms

ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJI

to ND/

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Hara: 26.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Jitendra Mate | IIpoBepeno: Saptosh Kumar | Onobpeno: Menemxep / Pgkoroaurens
g 1\ Q J({"_ I;T/ Maurya %f_ Pavan Kumar Sharma i":,/
D) ' =
Reprint Date/ & / Reprint Date / Reprint Date /

Jara: 26.07.2024

Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOV4507
www.drreddys.com




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (ketoponak) TabneTky, Aucnepripyemeie B nonocty pra, 10 mr

Batch No / 1 V2401388 Batch Quantity / : 3600000 tab /
Cepus Ne Obnbem cepiin 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
AnaauTHYecKHii oTueT Ne JlaTa aHaJn3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
dara uponspoacrsa |Topen ao

Analysis performed according ND / Ananus nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ C1p. 4 u3 8

;’0 Test / Iloka3zaTensn Results / Pe3ynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTRYET 18/20 tablets - not more than + 10 %
OQHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabacroxk — He 6once + 10 %
2/20 Tabnerok — He 6omnee + 20 %

5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 mun
Pacnapgaemocthb

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

. CisHisNO3+CsH|1INO3 (ketorolac
im0y hais=2 97% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% 5% (Q  CisHisNO3*CsHiNOs

. . (keTopoiaka  TpOMETaMHH)  4Ye€pE3
Unit-4 / Tabn-4 99% G
Unit-5 / Tabn-5 104%

Unit-6 / Tabn-6 102%

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

JducnepcHocTb 710 pm sieve is formed. / ObpazyeTcs
OJNHOPOAHAs CYCHEH3MsA, NPOXOAALIas
CKBO3b CHTO C pa3MepoM OTBEpCTMiA
710 MKM.

Remarks: The Product conforms

to ND/

ITpumeyanue: IlpogykT cooTBeTcTBYeT TpeboBaHusm HJT

Conclusion: APPROVED /
3akawuenue: OJOBPEHO

Prepared by /

IMoxnrorosneso: Jitendra Mate

Checked by /
[posepeno: Santosh Kumar
Maurya

—

Approved by: Manager/Executive /

Onobpeno: Menemwxep / Pykosoantens

Pavan Kumar Sharma /] ow——

Lf/

-

——

Gl
Reprint Daté/ < |
Jara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Jata: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwyv.drreddys.com




Dr.Reddy’s ‘;‘.

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

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

CERTIFICATE OF ANALYSIS R BiedgySeom
CEPTUO®UKAT AHAJIN3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropon® Dxcnpece (keToponak) TabneTku, AMCTEprupyemble B M0I0CTH pra, 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
AuanuTH4ecKHi oTyer Ne Jata ananuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JdaTta npousBoacTBa T'onen o
Analysis performed according ND / Ananu3s nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
PageS5of 8/ Crp.Su3 8
8 Related impurities / PoacTBeHHbIe MpUMECH
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
1-rugpoKcHaHanor Hwxe nipenena konu4ecTBEHHOTO
KETOpo/aka onpezenerus (ITKO = 0.0032 %)
ketorolac 1-keto analog/ 0.05% Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaNIor KeTopoiaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHIYHas 0.02%
HengeHTUdUIMpOBaHHAs
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Boga 29 % Not more than 7.0% w/w /
He 6oinee 7,0 %
10 Residual solvents by GC/ OcTraTouyHble OpraHn4ecKue pacTBOPHTENH
Isopropyl alcohol / 07 pg/tab / Not more than 350 pg/tab /
H3sonponaxon 07 Mkr B Tabnerke He 6onee 350 mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeyanue: IlponykT coorseTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
IToxroroeneno: Jitendr.

&ca

Mate

Checked by /
IIpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoguresns
Pavan Kumar Sharma

¥
Jewn—"

Reprint Date {
Hara: 26.07.2024

Maurya %
Reprint Date /

Jarta: 26.07.2024

Reprint Date /
[Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLCO04507
www.drreddys.com

Tel: +91 40 4960 2900, Fax: +91 40 4900 29989, Email: maii@drreddys.com



Dr.Reddy’s ‘,’:'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Skenpecc (keToposak) TabneTky, JUCIEprUpyeMble B MOJOCTH pTa, 10 Mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepng Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / 1 26.07.2024
AHaIMTHYECKHH oTyeT No JlaTa anaauza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npousBoacTBa Tonen 1o

Analysis performed according ND / Ananus nposenen mo HJ:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 u3 8

11 Microbial enumeration tests / Mukpo6uosornyeckast unerora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee yucno He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiiee He 6onee 100 KOE/r
YUCIIO APOXIKEBBIX 1
TUIECHEBBIX TPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytetBHE B 1 T
12 Uniformity of dosage units / 42 Acceptance value (AV) not more than
OaxopoanoCTh 15.0 / IlpuemouHoe 3Ha4eHe (AV) He
A03UPOBAHHS 6oee 15,0.
13 Assay / KosiuuecTBeHHOe 9.9 mg /9.9 mr From 90mg to 11.0mg of
onpeaesieHue (99.4 %) Ci5sH13NO3+C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
oo 11,0 mr C1sH13NO3+C4H 1 1NO3
(xeroponaka Tpomeramut) (ot 90,0 no
110,0 % oT 3aABNEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0897 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0897 mr B TabneTke He menee 0,042 mr B TabneTke
6yTUArHApPOKCHAHH30/1a

Remarks: The Product conforms to ND/
[Ipumeuanue: [IponykT coorBeTcTBYeT Tpeboranusm HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by /
[Tonrotosneno: Jitendra Mate | IlpoBepeno: Santosh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / RykoBonurens

Pavan Kumar Sharma {4~ - —
t -/

%]‘, \‘i iﬁ 3{/ | Maurya %

Reprint Date/ Reprint Date /
Hara: 26.07.2024 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 4G 45060 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.
D d , ' ... Formulation Unit-6
® Vill. Khol, Nalagarh Road, Badgi
r.Re dy S Ne Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dxcnpecc (keTopoiiak) TabneTku, AUCHEPrUpyeMble B M0J0CTH pTa, 10 mr

Batch No / : V2401388 Batch Quantity / : 3600000 tab /
| Cepns Ne - - B O6bem cepun 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / : 26.07.2024
AnaapTHvecKHii oTyeT Ne Jara anainsa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JiaTa NpoH3BOACTBA T'open o

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

Page 70f 8/ Ctp. 7 uz 8
15 | Package/ ¥YnaxoBka 10 tablets in a blister of | 10 tabletsin a 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. / Tlo 10
information leaflet in a carton | Tabnetok B Gmuctepe u3 (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerok B | Bnaromormorurenem/IIOBIT) donbru //
onucrepe u3 (IMA/AJIVTID ¢ | (IIS/AJI) donbru. Ilo 1 unu 2 6aucrepa
Braronornorurenem/[13BIT) ¢ HMHCTpYKLMEM [0 IPUMEHEHHUIO B
¢oneru // (II3/AJT) doneru. [lo | mayky KapTOHHYH.
2 6nucTtepa ¢ MHCTPYKIMEH MO

NMPUMEHEHHIO B nayky
KapTOHHYIO.

16 Labeling / MapkupoBka According to ND / B cootBetctBun ¢ HJI

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbllie 25 °C.

XpaHeHue

18 | Shelf life / Cpok roanocTu 2 years / 2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.

* Tlpu BhINYCKe NEKAPCTBEHHOI0 MPenapaTa KOHTPOJIb KayecTBa Mo nokasareaio «Mukpobuosoruyieckas
YHCTOTa» NPOBOAMTCH A5 Kaxnoii 20-o0ii cepun, MK [Jisl OAHOH cepUM B rojl, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHT paHbIlle,

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanmue: [IponyxT coorBercTBYeT TpeboBanusM HJL S3axnwuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ionroroneno: Jitendra Mate | ITpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoanrens

. M v EEE TPavan K Sh I o SR
&XJ\@J%C\/ aurya g avan Kkumar Sharma !

Reprint Date /° - ‘ Reprint Date / Reprint Date /
Tara: 26.07.2024 Tata: 26.07.2024 Tata: 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: L85195AP1984PLCOJ4507
www.drreddys.com




Dr.Reddy’s ‘;‘O

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIN3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Okenpece (keToponak) TabneTku, AMCIEPrHPYEMBbIC B NOJIOCTH PTa, 10 mr
Batch No / : V2401388 Batch Quantity / : 3600000 tab /
Cepus No Oo6Bem cepun 3600000 Tab
Analytical Report No / : 040002602741 Date of Analysis / 1 26.07.2024
AnanuTHdyecKuii oTyer Ne JlaTa ananusza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BoACTBa I'ogen no
Analysis performed according ND / Ananu3 nposeaen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page8 of 8/ C1p. 8uz 8
API name / Haumenoanue AD®C: Ketorolac tromethamine / Ketoposnaka
TpOMETaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussoautens A®C:

ABRH004346, ABRH002813

FP Manufacturer API Batch number /
Homep cepuu cydeTtaHiuu npoussoaurens [JID:

FERA00297 , FERA00195

API Manufactured by & country /
IIpoussoanTens ADC, crpana:

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

Remarks: The Product conforms to ND/
[Ipumeuanue: [IpoaykT cooTBeTcTByeT Tpedoranusm HJI

Conclusion: APPROVED /
3akiarouenune: OJJOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Jitendra Mate
| 7Maurya

ITpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menensxep / f{yko BOJAHUTENH

Pavan Kumar Sharma LLW/’/ —

-

A
e —
Reprint Date/ © |<
Hata: 26.07.2024

Reprint Date /

Jara: 26.07.2024

Reprint Date /
Jlarta: 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 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwyv.drreddys.com



