Dr.Reddy’s Q_‘:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | 14
Formulation Unit-6

Vill. Khoi, Nalagarh Road, Baddij,
Distt. Solan, H.P,, 173 205, INDiA
Tel : +31 98166 56001-02
www.drreddys.com

CEPTH®UKAT AHAJIH3A

‘JI]I—004929—011119 (amend Nel from 27.12.2021 / u3MeHeHHe Nel or 27.12.2021)

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

Hpoayxr: Keropon™ Dxenpecce (KeToponak) TabneTky, AUcneprupyembie B NoJOCTy pra, 10 mr
Batch No / : V2300221 Batch Quantity / : 36,00,000 tab /
Cepnst Ne O61em cepun 36,00,000 Tab
Analytical Report No / : 890001647249 Date of Analysis / 28.02.2023
AnanuTHYecKHi oTyeT Ne JlaTa aHaniu3a

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Hara nponssoacTea I'onen no

Analysis performed according ND / Auanus nposegexn no HJI:

Pagelof 7/Crp. 1 n37

Y®-cnexrpodoromerpus

No . A
No Test / Tloxasatenn Results / PesyabTaThi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yeliow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on omne side. /
side. / Kpyrasle, nnockue Kpyrasie, niockue Tabietku ¢ dackoi,
TabNeTKH ¢ (ackoi, cBeTO- CBETIIO-XKEJITOTO LiBETa C PABHPOBKOI
XEJITOrO UBETa C FPaBUPOBKOi «!» Ha OHOH CTOpOHE.
«l» Ha oxHO cTopoHe.
2 Identification / lloanuuuocTh
Ketorolac / Kemoponak =,
a) ByuUv/ Complies / CooTeTcTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTpst
TIOMIOMEHHS. UCTILITYEMOT'O PAaCcTBOpA U
pacTBOpa  CTaHAapTHoro  ofpasna
KETOpoJiaka TpoMeTaMuHa AOJIKHBI
HMMETh MaKCUMYMBI ITPH OJHOM H TOM ke
JUTMHE BOJIHB! (+ 2 HM).

Remarks: The Product conforms to ND/
[Ipumeuanne: ITpoxykr cootsercTayeT 1pebuBannsm HJT

Conclusion: APPROVED /
3akaovenne: OJOEPEHO

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

IToaroTosneno: Pardeep Kumar INposepeno: Himesh Kumar Onobpeno: Menemiep / Pykosoauresns
o ! ~~ | Abhishek Chauhan \
ol < i /

Reprint Date / Reprint Date / Reprint Date /

JHara: 28.02.2023 Hara: 28.02.2023 Hata: 28.02.2023 E

Registered Office: 8-2-337, Road Ne. 3. Sanjara Hills, Hyderabad - 500034, Telangans, india
Tel: +81 40 2900 2300, Fax: +91 40 490C 2929, Emaiji: mail@drraddys.com

Cin: L8S195AP1284P1C002507
www.drreddys.com




Product: Ketorol Express (ketorol
Hpoayxr: Keropon™ Dxer
Batch No /

Cepusi Ne

Analytical Report No /
Apannruusecknii oryer No
Date of Manufacture /

Hara nponssoncrea

JIT1-004929-011119 (amend

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

Vill. Khol, Nalagarh Road, Ba ddj,
Distt. Solan, H.P, 173 205, INDjA
Tel: +91 28166 56001-G2
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

ac) Orally Disintegrating Tablets 10 mg

Ipece (keToponak) tabneTk, AHMCNCprupyemsle B nogocty pra, 10 mr
: V2300221

Batch Quantity / : 36,00,000 tab /

O6nem cepun 36,00,000 tab
: 890001647249 Date of Analysis / 28.02.2023
Jara anannza
: Feb.2023 Date of Expiry / Jan.2025
Toxen no

g ND / Ananus nposeaen no HI:
Nel from 27.12.2021 / H3menenne Nel or 27.12.2021)

Page2 of 7/Crp. 2 u3 7

Test / ITokazaTenn
b) By HPLC / BOXX

Results / Pesynbrate Specification / Hopma

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 YZAepxHUBaHus
OCHOBHOTO NHKa Ha XpoMmaTorpamme
HCTBITYEMOTC  pactBopa  HOMKHO
COOTBETCTBOBATE BpEMEHu
YACPXKUBAHUS OCHOBHOTO TNHKA Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO KeToposaka
TPOMETaMHHA (pazzen
«Konmuecrrennoe OIpe/IETICHUEY).

Complies / Cooteetcrryer

obpasua

Remarks: The Product conforms to
Hpumeuanne: posyir COOTBETCTR

ND/
yet Tpebosannam HJJ

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

i

Mara: 28.02.2023

Hara: 28.02.2023

Iozarororneno: Pardeep Kumar Hposepeno; Himesh Kumar Onobpeno: Menemiep / Pykosommrens
J ' <= | Abhishek Chauhan ﬁ
S v
Reprint Date / Reprint Date / Reprint Date /

Hata: 28.02.2023

Registered Office: 8-2-

Tel: +91 40 4907 2808, ko

337, Road No. 3, Laniara Hills, Hvderabad - 500034, Telangans, india
X: +91 .30 4960 2993, Emaii: mail@drreddys.com
CIn: LSSIQSAPlQS@PLCOU4507

www.drreddys,com




Dr.Reddy’s Qf:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt
Formulation Unit-8

Vill. Khel, Nalagarh Road, Baddi,
Distt. Sofan, H.P,, 173 205, iNG1 A
Tel : +91 98166 56001-02

wwiwv. drreddys.com

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoayxt: Keropon® Dkenpecce (keToposiak) TabaeTKH, ANCHEPrHpyembie B MOJIOCTH PTa, 10 mr

Batch No / 1 V2300221 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001647249 Date of Analysis / 28.02.2023
AnaanTuyeckuii oruet Ne Hara ananusza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Hara npoussoacrea T'onen oo

Analysis performed according ND / Awanu3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page3of 7/Crp. 3 m3 7

l;:) Test / Iloxa3zaTeab Results / PesysibraTh! Specification / Hopma

3 Identification Complies / COOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MogauHHOCTS butylhydroxyanisole peaks on . the
Gy THIIrNPOKCHAHH30JT 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 ylepXHBaHWA
nuKoB  2-OyTUNTUAPOKCHAHM30IA U
3-0yTWITHIPOKCHAHU301a Ha
XpOMaTorpaMme UCIILITYEMOLO
pacTBOpa HOJDKHBL COOTBETCTBOBATH
BpeMEHaM YIEpXKVBaHUA MIMKOB
2-6yTWIrHAPOKCHAHHU30JIa u
3-6yTUITHIPOKCHAHN30]1a Ha
XpoMaTtorpaMme pacrBopa
CTaHJApTHOTO obpazua
OYTHUNTHAPOKCUAHN30TA (pazzen
«Conepxanue

Oy THATHAPOKCHAHHU3OTIAY).

4 Average weight / Cpennsis
Macca

68.8 mg/ 68.8 Mr

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

Remarks: The Product conforms to ND/
ITpumeuanne: IlponykT cootBercTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmwdenne: OJOBPEHO

Hara: 28.02.2023

Jara: 28.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep Kumar | IIposepeno: Himesh Kumar Onobpeno: Menewxep / Pykosoaurens
P I oL . | Abhishek Chauhan \
s - \
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.02.2023

CIN: £85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s Q_‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Badd;,
Distt. Solan, H.P, 173 205, IND| 4
Tel : +91 58166 56001-02
www.drieddys.com

CEPTUDPHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpecc (keToponak) TabneTkH, AUceprupyembie B MonocTh pra, 10 mr

Batch No / 2 V2300221 Batch Quantity / : 36,00,000 tab/
Cepusn Ne _ O6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001647249 Date of Analysis / 28.02.2023
AHanuTHyeckuii oTyer No JlaTa ananauza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JaTa nponsBoacTea T'ogen o

w15inalysis performed according ND / Ananus nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page4of 7/ Crp. 4 n3 7

1}? Test / ITokazaTens Results / PesynsTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6Gonec =+ 10 %
2/20 Tabnetok — He 6onee + 20 %

5 Disintegration time / 19 sec /19 cex Not more than 3 min / He 6onee 3 mun
Pacnmapaemocrn

6 Dissolution / PacTropenne Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of

. C1sH13NO3+C4H [ 1 NO;3 (ketorolac
Uil 2 el 2070 tromethamine) in 15 min / He MeHee
Unit-3 / Ta61-3 99% 75% (Q)  CisHisNO3*CsHiNOs

. i (keToponaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 97% 15 i
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 101%

7 Fineness ot Dispersion/ Complies / "COOTBeTCTByeT A uniform suspension passing through a

HducnepcHocTh 710 pum sieve is formed. / Obpasyetcs
ONMHOPOJHAS CYCTIEH3MS, IPOXOISALIAs
CKBO3b CUTO C pa3MepoM OTBEPCTUH
710 mMxm.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Npumeyanue: IIponykt coorsercryer TpeGosanusam HJI 3axnouenne: OJTOBPEHO
Prepared by / Checked by / Approved by: M er/Executive /
Ioarotoeneno: Pardeep Kumar | Iposepeno: Himesh Kumar Onobpeno: Menemrgp / PyKQBOAHTEb
LN Q_J—,_/_Q Abhishek Chauhan \1 \
Reprint Date / Reprint Date / Reprint Date / =
Hara: 28.02.2023 Hara: 28.02.2023 Hara: 28.02.2023
337, d MNa. 3, Banjara Hiils, Hvderabad - 560034, Tefaneana, india
Tel: 491 40 4300 2200, Fax: +21 20 42560 2899, Email: mail@drra:

CIN: L35195AP1984PLC004AL0T

wiww.drreddve.com




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [id.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddlj,
Distt. Solan, H.P,, 173 205, INDj
Tel : +92 98166 56001-62
www.drreddys.com

CEPTHOPUKAT AHAJIU3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon™ Sxenpece (keroponak) Tabnerkn, AMCieprupyemsle B rionoctu pra, 10 mr

Batch No / : V2300221 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6nem cepun 36,00,000 Tab
Analytical Report No / : 890001647249 Date of Analysis / 28.02.2023
AHanuTHYecKHi oTyeT Ne Jarta ananusza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JaTa npousBoacraa T'onen no

Analysis performed according ND / Ananaus nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

PageSof 7/Crp. Su3 7

8 Related impurities / Pogcreennbie npumecn
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcuaHaior Hwmxe npeacna obuapyxenus (110 =
KeTopoiaka 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-xeToaHaior KeTOpoOnaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IHUYHas 0.03%
HEHAEHTUHUUMPOBAHHAS
IPHMECE
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma nmpumeceit

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

He 6onee 7,0 %

10 Residual solvents by GC/ OcraTounble oprannyeckne PACTBOPHTEIH
Isopropyl alcohol / 4 ng/tab / 4 Mkr B Tabnerke Not more than 350 pg/tab /
Plsonponaron He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to

[pumeuanue: [ponyxr coorBeTcTByeT TpeboBanuam HJT

ND/

Conclusion: APPROVED /
3axkmiouenne: OJJOBPEHO

Hara: 28.02.2023

Hara: 28.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep Kumar | IMpoeepeno: Himesh Kumar Onobpeno: Menewkep / Pykosoautens
C)f’ ) ' ~. | Abhishek Chauhan | V\
i |
Reprint Date / Reprint Date / Reprint Date / ==

Hara: 28.02.2023

Registerad Cffice: §-2-33

Tel: +91 40 4904 |

7o

3
0%

2ddys.ocom

ad

mail@diraddys.com

300034, Telangana, indiz




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltq,
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ mpoayxr: Keropon™ Dxenpece (ketoponak) TabiaeTkH, AMCIEprHpyeMble B monocTu pra, 10 Mr

: 36,00,000 tab /

Batch No / ¢ V2300221 Batch Quantity /

Cepns N O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001647249 Date of Analysis / 28.02.2023
AHanHTHYECKHH oT4eT Ne Jata anannza

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jara npon3BoAcTBa T'onen no

Analysis performed according ND / Anaans nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page 6 of 7/ Cxp. 6 u3 7

11 | Microbial enumeration tests / MuxpoGuosiornyeckas yncTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee uncno He 6onee 1000 KOE/r
a3pobHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / OGwee He 6onee 100 KOE/r
YHCJIO APOXKIKEBBIX H
IUIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytrctBUEe B 1 T
12 | Uniformity of dosage units / 2.7 Acceptance value (AV) not more than
OnHopoaHocTs 15.0 / IlpuemouHoe 3Hauenune (AV) He
JO3MPOBAHUSA 6onee 15,0.
13 Assay / KonnuectBeHnHoe 10.1 mg/ 10.1 mr From 90mg to 11.0 mg of
onpeneeHue (100.9%) CisH;3NO3C4H| 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
e label claim) per a lablet/ O 9,0 my g0
1 1,0 MI C15H13NO3‘C4H1 1N03
(xetoponaka tpomeramuH) (oT 90,0 mo
110,0 % oT 3asBIEHHOTO KOJIWYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab /
content / Copnepxanne 0.0962 mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHJATHAPOKCHAHHU3012

Remarks: The Product conforms to NT)/
[Ipumeuanne: [Ipogykr cooTrercTByeT TpeGoBannam HJI

Conclusion: APPROVED /
3axmouenue: QJIORPERO

Hara: 28.02.2023

Hara: 28.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep Kumar | IMposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoanrens
B . | Abhishek Chauhan | )"\
Sl " \f
Reprint Date / Reprint Date / Reprint Date /

Jata: 28.02.2023

Registerad Office: 8-2-337, Rocad No. 3, Banj
Tel: +91 40 4900 2500, Fax:

1404600 29¢
L8EIS5APLI984PLCCN4507

www.drreddys.ccm

iR
CING

ills, Hyderabad - 500034, Teiangana, india
i3, Email: maii@drreddys.com




Dr.Reddy’s ":.

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

Vill. Kho!, Nalagarh Road, Badd;
Distt. Solan, H.P, 173 205, IND{ A
Tei : +81 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPHUKAT AHAJIA3ZA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Dkenpece (xeToposak) TableTku, AUCIEPTHPYEMBIE B IONOCTH pra, 10 Mr

Batch No / 1 V2300221 Batch Quantity / : 36,00,000 tab /
Cepnst Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001647249 Date of Analysis / : 28.02.2023
AHajiuTHYeCKHH oT4eT No Jata ananusza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
HMara npousBoacTea I'ogen g0

Analysis performed according ND / Auann3 nposegen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel ot 27.12.2021)

Page 7 of 7/ Ctp. 7 m3 7

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 Dblisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabrnetok B
6mucrepe w3z (IIA/AJI/TIO ¢
siaronornotrurenem/I13BII)
¢onsru // (ITS/AJT) doneru. Ilo
2 6nucrepa ¢ MHCTpyKLMed Io
NPUMEHEHHIO B nauKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / [lo 10 Tabnerox B
SnucTepe H3 (TTA/ATVITD &
pnaronornorurenem/I19BIT) donbru //
(I13/AJT) oneru. ITo 1 nnu 2 6nucTepa c
WHCTPYKUMEH I10 NPUMEHEHHIO B ITayky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBerctBuM ¢ HJ]

17 Storage conditions /
XpaHeHue

Below 25 °C. / IIpu TeMmnepatype He Bblie 25 °C.

18 Shelf life / Cpox rogHocTH

2 years / 2 roza

* 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.

* JIpH BbINyCKe JIEKAPCTBEHHOI0 MPenapaTa KOHTPOJIb Ka4ecTBa HO MOKA3aTe o
<«MHKPOOGHOIOrHYeCKAN YHCTOTAy NPOBOANTCA I/ Kax10H 20-0ii cepHA, HJIH JUIA OXHOH CCPUMM B IO,
B 32aBHCHMOCTH OT TOI0, YTO HACTYIIUT paHbIle.

Remarks: The Product conforms to ND/
TTpumenanue: TTpostykT cooTreTcTRYET TpeGoranusM HJ|

Conclusion: APPROVED /
Zakmouenue: OJIORPEHO

Prepared by /
ITonroroeneno: Pardeep Kumar

S

Checked by /
IIpoepeno: Himesh Xumar

—

Approved by: Manager/Executive /

Onobpeno: Menezgkep / PykoBoaurens
Abhishek Chauhan' )\

Reprint Date /
JHara: 28.02.2023

Reprint Date /
Jara: 28.02.2023

Reprint Date /
JlaTa: 28.02.2023

Registerad Office: 8-2-327, Raad No. 3, &
Tel: +31 40 4900 2308, Fax: =

Cid: LS51954 PLCGGA507

wwwe drraddys.com

'z Hille, Hyderabad - 500034, Telangana, india
59, Emaii: mali@direddys.cont




