Dr.Reddy’s ‘g‘

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

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

HpoxykTt: Ketopon” Dkenpece (keToponak) TabJIeTKH, AWCTIEPrUpyeMble B MOJIOCTH pTa, 10 Mr
Batch No / 1 V2300333 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bem cepun 36,00,000 Tabd
Analytical Report No / : 890001647280 Date of Analysis / : 01.03.2023
AHaauTRYecKkHii oTyer No JlaTa anannza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa npoM3BOACTBA T'oaen o

Analysis performed according ND / Auann3 nposenen no HJL:

JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 1l of 7/ Crp. 1 u3 7

No . .
No Test / [loka3zaTennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "[" debossed on one side. /
side. / Kpyrneie, miockue Kpyrable, mnockue TabneTkn ¢ Gackol,
TabneTky ¢ Gackoi, cBETNO- CBETJIO-KENITOTO IIBETa C TPaBHPOBKOIA
KEATOro LBETa C MPaBUPOBKOH «l» Ha OnHOH CTOpPOHE.
«l» Ha 0gHOM cTOpOHE.
2 Identification / [TopaunHocTh

Ketorolac / Kemoponaxk

a) Byuv/
Y@-cniekTpodoToMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpbt
TIOTJIOIIEHHsI HCBITYEMOTO pacTBOpa M
pacTBopa  cTaHAapTHoro  obpasua
KETOpONiaka TPOMETaMHHAa  JOJDKHbBI
HMMETh MAKCUMYMBI TTPH OAHOMN H TOI1 ke
JUTHHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanne: [lponykr coorsercTByeT TpeboBaHuaM HJL

Conclusion: APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Naresh Kumar | IIposepeno: Pardeep Kumar Onobpero: Meunemxep/ Pykosonutens
dj o Abhishek Chauhan ‘
= W
Reprint Date / Reprint Date / Reprint Date /

Hata: 01.03.2023

Hara: 01.03.2023

JaTta: 01.03.2023

Regictorad Officoi 8 2 337, Road No. 3, Ganjara 11ills, Hydeiabad - 500024, Telangalig, ndla
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

wivw.drreddys.com
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IIpoaykr: KeTopon

Product: Ketorol_Express (_ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (KeToposak) TabaeTKH, AUCTIEprupyemble B NonocTy pra, 10 mr

Batch No / : V2300333 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Oo6nbem cepun 36,00,000 Tad
Analytical Report No / : 890001647280 Date of Analysis / 01.03.2023
AHaanTHuyeckuii oTueT Ne JlaTa anaauza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jdara npousBoacTBa T'ogen no

Analysis performed according ND / Ananus nposenen no H/:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 2 of 7/ Ctp. 2 u3 7

17‘1;00 Test / [Moka3zaTenab

Results / PesyabTaThl

Specification / Hopma

b) By HPLC/BD2XX

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  ymepxuBanus

OCHOBHOTO MNHKa Ha XpomMatrorpamMme

HCMBITYEMOTO ~ pacTBOpa  JOJIXKHO
COOTBETCTBOBATh BPEMEHH
yAepXUBAaHUS OCHOBHOIO TIMKa Ha
XpoMaTorpamme pacTeRopa
cTaHaaptHoro obpa3ua KeTopoJiaka
TpoMeTaMHHa (pazmen

«KonmuecTBeHHOE onpeueneHIAe»).

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipogykr coorBeTcTBYET Tpeboanuam HJJ

Conclusion: APPROVED /
3axkmwouenue: OJOBPEHO

Prepared by /
IlonroroBneHo: Na'resh Kumar

/!
-

Checked by /
[Ipoeepeno: Pardeep Kumar
P

= -

Approved by: Manager/Executive /
Ono6peHo: Menemiep / PykosoauTesns
Abhishek Chauhan

Reprint Date /
Hara: 01.03.2023

Reprint Date /
Jara: 01.03.2023

Reprint Date /
Hara: 01.03.2023

Registered Nffice: 2-2-337, Road Mo, 3, Banjara Hills, Hydcrabad 500034, Tclongana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUDPUKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Dkenpece (ketoponak) TabaeTkH, AMCNEPrupyeMble B NOJOCTH pTa, 10 mr

Batch No / 1 V2300333 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001647280 Date of Analysis / 01.03.2023
AHaJuTHYeCKHiT oTUyeT Ne JlaTa anajaunza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JaTa npou3BoACTBA T'onen go

Analysis performed according ND / Anann3s nposenen mo HJIL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page3 of 7/Crp.3 u3 7

1}3 Test / Tlokazarenn Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaanHHOCTL butylhydroxyanisole peaks on the

OYTHATHAPOKCHAHU301

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 ynepXHBaHHA
NMKOB  2-OyTUNrHApoKCHaHW30NMa ¢
3-0yTWITHAPOKCHAHU30M12 Ha
XpOMaTorpaMme UCIIBITYEMOTO
pacTBopa JO/DKHBI COOTBETCTBOBATDb
BpeMeHaM YAEpKHUBAHHUA TUKOB

2-6yTUNTrHAPOKCHAHU3011a U
3-OyTWITHIPOKCUAHHU30TIa Ha
Xpomatorpamme pactBRopa
CTaHAapPTHOTO obpasia
6yTUNTHIPOKCUAHU30J1a (pa3nen
«Copnepxanue

OYTHITHAPOKCHAHU30JIAN).

4 Average weight / Cpegnss
Macca

70.6 mg/ 70.6 Mr

67.2 mg to 72.8 mg (70.0 mg £+ 4.0 %)./
OT1 67,2 Mr 1o 72,8 Mr (70,0 mr+ 4,0 %).

Remarks: The Product conforms to ND/

IIpumeuanue: IIpoaykr coorBercTByeT Tpebopanusm HJT

Conclusion: APPROVED /
3akaruenue: OJJOBPEHO

Prepared by / Checked by /

HOJIFOTOBneHO:ZNares]J Kumar | IIposepeno: Pardeep Kumar

" =

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykosonurensb
Abhishek Chauhan

Reprint Date /
Jara: 01.03.2023

Reprint Date /
Hata: 01.03.2023

Reprint Date /
Jara: 01.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CEPTUOUKAT AHAJIMU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dkcnpecc (keToponak) TabNeTKu, ANCNEPrupyeMbIe B MO0CTH pTa, 10 mr

Batch No / ¢ V2300333 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6nem cepun 36,00,000 Tab
Analytical Report No / : 890001647280 Date of Analysis / : 01.03.2023
Apajaurnydecknii oryeT Ne Jara ananusa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa npoM3BOICTBA Togen no

Analysis performed according ND / Ananu3s nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Paged4 of 7/ Crp. 4u3 7

1;.00 Test / IlokasaTenn Results / PeyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTHL MaCChl 2/20 tablets - not more than + 20 % /

18/20 Ttabnetok — He Oonee =10 %
2/20 Tabnerox — He 6onee £ 20 %
5 Disintegration time / 18 sec /18 cex Not more than 3 min / He 6onee 3 muH
PacnagaemocThb
6 Dissolution / PacTeopenue Unit-1 / Tabn-1 103 % Not less than 75% (Q) of
. C15sH13NO3+C4H 1 NO3 (ketorolac
Unit-2 / TaGn-2 974 tromethamine) in 15 min / He menee
Unit-3 / Ta6x1-3 102% | 75% (Q)  CisHisNO3CsH1NO;3
. . (keToposiaka ~ TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 99 % 15 MuH
Unit-5 / Tab1-5 102%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBEeTCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 um sieve is formed. / O6pasyerca
ONHOpPOAHAs CYCIEH3Ms, NPOXOJAIas
CKBO3b CHTO C Pa3MEpPOM OTBEPCTUA
710 MKM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

T[pumeyanue: IIpoayKT cooTBeTCTBYET TpeboBanuam HJT 3axiawuenne: OJJOBPEHO

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

Ioaroroeneno: Naresh Kumar | Ilposepeno: Pardeep Kumar OnobpeHo: Menemkep / Pyxosonnrenb

0 [ Abhishek Chauhan K
14 e t
; L S
Reprint Date / Reprint Date / Reprint Date /
Hara: 01.03.2023 Jata: 01.03.2023 Jlata: 01.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

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

CEPTUOHNKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Okenpece (keToposnak) TabneTku, AMcneprupyemsie B noaoctu pra, 10 mr

Batch No / : V2300333 Batch Quantity / : 36,00,000 tab /
Cepus Ne OobBem cepun 36,00,000 Tab
Analytical Report No / : §90001647280 Date of Analysis / 01.03.2023
AHaauTHYeCKHH oTyeT Neo Jara ananusza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jdara nmpoussoacTBa TI'onen o

Analysis performed according ND / Ananns nposenen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

PagseSof 7/ Crp. Sus 7

8 Related impurities / PoacTBeHHbIe npumecH

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor

Below LOD (LOD = 0.0010 %) /
Hwske npeaena o6napyxenus (I10 =

Not more than 0.5 % / He 6onee 0.5 %

KeTopoaKa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KETOaHATIOT KETOPOJIAKa 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6omnee 0,5 %
€INHWUYHAsA 0.03%
HeuaeHTUOULPORAHHAS
NpHUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceif

9 Water / Boga 2.2% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHuyeckue pacTBOPUTEH

Isopropyl alcohol /
H3onponanon

4 pg/tab / 4 mxr B Tabnetke

Not more than 350 pg/tab /
He 6osiee 350 Mkr B TabjeTKe

Remarks: The Product conforms to ND/
ITpumeuanwue: IIpoaykt cootBeTcTBYeT Tpebosanram HJI

Conclusion: APPROVED /
3akarwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Ngresh Kumar | [Iposepeno: Pardeep Kumar OpnobpeHo: Menemkep / Pykopogurens
VL Abhishek Chauhan T\
7 N
Reprint Date / Reprint Date / Reprint Date /

Hara: 01.03.2023

Jlata: 01.03.2023

Jara: 01.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.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

CEPTUDPHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon" Dkenpecc (keToposak) TableTkH, JUcieprupyemble B MOJIOCTH pTa, 10 mr

Batch No / : V2300333 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bemM cepun 36,00,000 Tab
Analytical Report No / : 890001647280 Date of Analysis / 01.03.2023
Apagurnyeckuii oruer Ne JlaTa anauza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
HMata npousBoacTBa T'onen ao

Analysis performed according ND / Ananu3s nposenen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 13 7

11 | Microbial enumeration tests / Mukpo6uosoruieckasi Y4ucToTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / OB1uee uncno He Gonee 1000 KOE/r
a3pOOHBIX MHKpPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YUCIIO JPONOKEBBIX U
IUICCHEBbIX MPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBUe B 1 T
12 Uniformity of dosage units / 1.5 Acceptance value (AV) not more than
OaHopoaHoCTb 15.0 / llpuemounoe 3HaueHHe (AV) He
N03HpOBaHMS 6onee 15,0.
13 Assay / KoninuecTBeHHOe 9.7mg/9.7 mMr From 9.0mg to 11.0 mg of
ompeaesieHue (97.3%) C1sH13NO3*C4H 1 NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr 1o
11,0 mr C15sH13NO3°C4H 1 NOs
(xetoposnaka TpoMmeramuH) (ot 90,0 mo
110,0 % oOT 3asABJIEHHOrO KOJHYECTBA) B
TabneTke

14 Butylhydroxyanisole
content / Coaepxanue
Oy THArHAPOKCHAHH30J12

0.0971 mg/tab /
0.0971 mr B TabeTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabaeTke

Remarks: The Product conforms to ND/

ITpumevanue: [IponykT cooTseTcTBYET TpeboBaHusaM HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Naresh Kumar | Ilpoeepeno: Pardeep Kumar Onobpeno: Menemxepl/ Pykoroaurens
e o~ Abhishek Chauhan !
e = T N 5
Reprint Date / Reprint Date / Reprint Date /

Jara: 01.03.2023

Jarta: 01.03.2023

Jara: 01.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telaneana. India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Dr. Raddy's Lahaoratories {4,
Formulation Unit-6

Vill. Khol, Natagarh Road, Baddj,
Cistt. Solan, H.P., 173 205, iND|A
Tel: +91 98166 56002-02
www.drreddys.comi

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxt: Keropon" Dxcnpece (ketoponak) TabieTkH, AMCHEPrUpYEMble B monocTy pra, 10 mr

Batch Quantity /

: 36,00,000 tab /

JlaTa npou3BOaCTBA

Batch No / : V2300333

Cepus Ne O61Lem cepun 36,00,000 Tab

Analytical Report No / : 890001647280 Date of Analysis / 01.03.2023

AHanuTH4ecKuii orueT No JlaTa anajau3a

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Tomen ao

Analysis performed according ND / Ananus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page 70f 7/ Crp. 7T n3 7

15 Package / Ynakoeka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TabneTox B
information leaflet in a carton | OamcTepe u3 (ITA/AJI/TID c
pack. / Tlo 10 Tabnetok B | Bnaromoriorutenem/IIOBIT) doneru //
6nucrepe uz (MA/AJVIID ¢ | (TIID/AJD) donbru. ITo 1 nnu 2 6auctepa c
Brnaronornoturenem/I19BIT) WHCTPYKUMEH M0 NPUMEHEHHIO B MaykKy
doneru // (II3/AJT) poneru. Ilo | kapTOHHYIO.

2 Gnuctepa ¢ MHCTPYKLHEH IO
NPHMEHEHHIO B navyKky
KapTOHHY!O.
16 | Labeling / MapkupoBka According to ND / B cootBercTBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiiue 25 °C.
Xpanenue
18 Shelf life / Cpok rognocTu 2 years / 2 roaa

* 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.

* Ilpu BBINMyCKe JEKAPCTBEHHOr0 Npenapara KOHTPOJIb Ka4eCcTBA 10 M0KA3aTe K0
«MuKpOGHOJIOrHYecKass YHCTOTA» HPOBOAUTCS ISl Kaskxoi 20-0i cepuu, HJIH AJisl OAHOH cepHH B I'Of,

B 3ABHCHMOCTH OT TOI'0, YTO HACTYIIHT paHbIlie.

Remarks: The Product conforms to ND/
Ipumeuanne: IIpomykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
Baknawuenne: OJJOBPEHO

Hara: 01.03.2023

MHara: 01.03.2023

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

Ioarorosneno: Naresh Kumar | IIposepeno: Pardeep Kumar Onob6peno: Menejpkep / Pykoponureb
{/j{; _ oy Abhishek Chauhary

Reprint Date / Reprint Date / Reprint Date / 3

Jara: 01.03.2023

CIN: L35095AP1984PLT004507
vewvwdireddys.com

ce: 8 2 237, Nood o, 3, Dunjarn [y, vdera®ad - 500004, Telangaid, lndis
Tal: +91 42 4600 2900, Fax: +91 40 4500 2929, Eraail: maii@«l:reddys.coim




