Dr.Reddy’s ":‘.’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIN3A

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

poaykt: Ketopoa" Dxcnpece (KeTOpoilak) TabAETKH, IUCNIEPIrHPYEMBIC B [TONOCTH pra, 10 mr
Batch No / : V2202283 Batch Quantity / : 36,00,000 tab /
| Cepusnt Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001626536 Date of Analysis / : 09.11.2022
AHasmTHYeckmii oTueT No Jara ananusza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jdara nponssoacrsa T'oxewn oo

Analysis performed according ND / Anaans nposeaen no HJI:

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

Page1of 7/Crp.1 3 7

No . :
No Test / [NokazaTens Results / PesysabTaTtel 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. / Kpyruble, nnockue Kpyrasie, nnockue tabnetku ¢ packoii,
TabeTky ¢ dackoii, cretno- CBETIIO-XKEJITOrO LBETA C IPaBHPOBKOL
XEJITOro IBETA C MPaBUPOBKOI «l» Ha oftHO¥ cTOpOHE.
«l» Ha oiHOH cTOpOHE.

2 Identification / [TopauunocTs

Ketorolac / Kemoponax l

a) Byuv/ Complies / CooTBeTcTBYET
Y®-cnexrpodoromerpHs

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2nm). / V®-crekTpb
TOJIOWEHHUS UCTIBITYEMOTO PAcTBOPA U
pacTeopa  cTaMAapTHOro  obpasLa
KeTopojlaka TpOMETaMHHA  JOJIXKHbI
HMETb MAaKCHMYMBI NIPH OJHOM U TOH ke
IUTHHE BOJIHBI (£ 2 HM). J

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

[pumeuanwne; Mponykr COOTBETCTBYET TpeboraHusam HJT 3akmouenne: OJOBPEHO

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

Hoarorosneno: Ankit I1posepeno: Pardeep Kumar Onobpeno: Menemxep / PykosonuTess
/A Kusum Lata Np o —
L= -

Reprint Date / Reprint Date / Reprint Date /

Jara: 09.11.2022 Jara: 09.11.2022 Jara: 09.11.2022

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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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

CEPTUDPHUKAT AHAJIM3A

poaykr: Ketopon®

Product: Ketorol Expregs (ketorolac) Orally D?sintegrating Tablets 10 mg
Dkenpece (KeToponak) TabneTku, AUCTIeprupyeMble B noJocTu pra, 10 mr

Batch No / : V2202283 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob61bem cepun 36,00,000 a6 |
Analytical Report No / : 890001626536 Date of Analysis / 09.11.2022

| AHasTHTHYECKMid oT4eT Ne Jara ananuza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

JaTa npou3BojcTBa T'ogen no

Analysis performed according ND / Asanu3 nposenen nmo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page20of 7/ Crp. 2 u3 7

No

Test / [lokazaTenn
No

Results / PesynbTaTsl

Specification / Hopma

b) By HPLC / BDXKX

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). / Bpemsa  yIep)XuHBaHUA
OCHOBHOIO MHKa Ha XpoMarorpamme

UCOBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BPEMEHH
YOCpP)KMBaHUS OCHOBHOro IMKa Ha
XpoMaTorpamme pacTBOpa
cTaHjapTHoro ofpasua KeTopoJiaka
TpOMETaMHHa (pazmen

«KonnyecTBeHHOE ONpPEAETEHUE).

Remarks: The Product conforms to ND/

[Tpumeuanue: [ponykT coorsercTBYET Tpebopanusam HJI

Conclusion: APPROVED /
Saxawuenue: OJJIOBPEHO

Prepared by /
IToarorosneno: Ankit /%

(L

=

Checked by /
IlposepeHo: Pardeep Kumar

oL —

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurensb

Kusum Lata o & g o

Reprint Date /
Hara: 09.11.2022

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Jlara: 09.11.2022

Registered Uffice: 8-2-33/, Koad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":0'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIHM3A

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkenpece (ketoponak) TabNETKH, IHCIEPrUpyeMbIe B [0JOCTH pra, 10 mr

Batch No / : V2202283 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepiin 36,00,000 Tab
Analytical Report No / : 890001626536 Date of Analysis / 09.11.2022
AHanuTuveckmii oryet No Jarta ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
HMata nponzBoacTBa I'open xo

Analysis performed according

ND / Ananns nposegen mo HJI:

JI1-004929-011119 (amend Nel from 27.12.2021 / u3amenenue Nel ot 27.12.2021)

Page3 of 7/C1p.3 m3 7

| i.oo Test / [lokasatenn Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CooteeTcTRYCT The retention times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuunocTsL butylhydroxyanisole peaks on the
OyTHATUAPOKCHAHU30 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 ynepxuBaHus
NUKOB  2-0yTUNTMAPOKCHAHH30MA W
3-0yTHATHAPOKCHAHU301A Ha
XpoMaTorpamme HCIIBITYEMOTO
pacteopa JHOMKHBI COOTBETCTBOBATDH
BpeMeHaM YAEpKHUBAHUS IHKOB
2-0y TUNTHAPOKCHAHU301A "
3-6yTUnruapokcuanusona Ha
XpoMarorpamme pacTBopa
CTaHAAPTHOIO obpazna
OyTUITHAPOKCHaHU30Ia (pa3men
«CognepxaHue
OyTUNTHAPOKCHAHH3ONAY).
4 Average weight / Cpennsis 68.6 mg/ 68.6 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca O167,2 Mr 0 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

to ND/

[pumeuanne: [IpoayKT cooTBeTCTRYET Tpeborannam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Hara: 09.11.2022

Hara: 09.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrororneno: Ankit ) Ilposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykorogutens

(/{i 5 ; = Kusum Lata A\ T
Reprint Date / Reprint Date / Reprint Date /

MHara: 09.11.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
T poaykr: Ketopon® Dxkenpecc (ketoponak) TabieTkH, AMcIeprupyemble B noaoctu pra, 10 mr

Batch No / 1 V2202283 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tad
Analytical Report No / : 890001626536 Date of Analysis / 09.11.2022
AHAJMTHYeCKH# oTyeT Ne JaTa apanusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTta npou3BoJcTBa Tonen no

Analysis performed according ND / Ananu3 nposegen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Paged4 of 7/ Crp. 4 uz 7

if: Test / [lokazaTens Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /
18/20 rtabnerok — He 6Gonee = 10 %
2/20 Tabnetok — He 6onee + 20 %
5 Disintegration time / 29 sec /29 cex Not more than 3 min / He 6onee 3 MuH
Pacnapaemoctb
6 Dissolution / PacTteopenne Unit-1/ Tabn-1 103 % Not less than 75% (Q) of
. H3NO3+C:H ;N
Unit-2 / Ta6n-2 103150 e onme et Ol MCEIE
tromethamine) in 15 min / He menee
Unit-3 / Ta6bn-3 103% 75%  (Q)  CisHisNO3+CsH 1 NO;3
. . (xeropoilaka  TPOMETaMHH)  epe3
Unit-4 / Tabn-4 103 % 15 Mun
Unit-5 / Tabn-5 103 %
Unit-6 / Ta6bn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHOCTD 710 pm sieve is formed. / Obpazyerca
ONHOpOIHAs CYCHEH3Us, Npoxondiias
CKBO3b CUTO C pa3MepoOM OTBEPCTHIH
710 MKM.

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJ

Conclusion: APPROVED /
Jaxmaouenne: OJOBPEHO

Prepared by /
IMoarorossieHo: Ankit

/7

(A~

Checked by /
IIposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaMTennb
Kusum Lata w =

N

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Hara: 09.11.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIN3A

@

IIpoaykr: KeTopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dxenpece (keToposak) TableTKH, AUCHeprupyemMble B MON0CTH pTa, 10 Mr

Batch No / : V2202283 Batch Quantity / : 36,00,000 tab /
Cepus Ne 06BemM cepun 36,00,000 Tab
Analytical Report No / : 890001626536 Date of Analysis / 09.11.2022
AHajquTHYecKH# oTuer Ne JlaTa aHanmu3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npou3BoACTBA TI'oaen mo

Analysis performed according ND / Ananu3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/Crp.Su3 7

8 Related impurities / PoacTBeHHbIe NpumMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6omnee 0,5 %
1-ruppokcuananor
KeTOopoJiaKa
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor Keropojaxka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
€INHU HAs
HeWJAEHTUULMpOBAHHAS
NpUMEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4uHble OpraHu4ecKne pacTBOPUTENH
Isopropyl alcohol / 4 pg/tab / 4 mkr B Tabnetke Not more than 350 pg/tab /
Hzonponanon He 6onee 350 Mkr B TabsnieTke

Remarks: The Product conforms to ND/

IMpumeuanue: [Mpogykr coorBeTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akawuenne: ONOBPEHO

Hara: 09.11.2022

Jara: 09.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneno: Ankit IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykoeoaurens

@ : Kusum Lata -
Reprint Date / Reprint Date / Reprint Date /

Hara: 09.11.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg —‘
IIpoaykr: Keropon” Dkenpece (ketoponak) tabnetky, Aucneprupyemele B nojoct pra, 10 mr

Batch No / : V2202283 Batch Quantity / 1 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001626536 Date of Analysis / 09.11.2022

| AHAJTHTHYeCKHH 0oTyeT No JlaTta anaanza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Harta npoussoacrea Tonen xo

Analysis performed according ND / Auanus nposenen no HJI:
JI11-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

|

Page 6 of 7/ Ctp. 6 u3 7

11 Microbial enumeration tests / Mukpo6uonornyeckas ynerora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee uncno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHCIIO JPONKIKEBBIX H
MJIECHEBLIX MPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / Ilpuemounoe 3Hauenue (AV) He
A03HPOBaHMSA 6onee 15,0.
13 | Assay/KoauyecTBennoe 9.9 mg/99 wmr From 90mg to 11.0mg  of
onpeaesieHne (99.2%) CisHi3sNO3+C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
1 1,0 MTr C15H13NO3'C4H1 1N03
(xeToposiaka Tpomeramus) (or 90,0 10
110,0 % ot 3asBIEHHOro KOJMYecTBa) B
TableTke
14 | Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0962 mr B Tabnerke He menee 0,042 mr B Tabnetke
OYyTHATHAPOKCHAHU30/IA

Remarks: The Product conforms to ND/

[pumvieyanne: IMpoaykT coorsercTsyer TpeGoranusam HJT

Conclusion: APPROVED /
3akmouenne: OJIOGPEHO

Prepared by /
IMoaroroeneHo: Ankit
4

i

Checked by /
Iposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonurtens

Kusum Lata B?L%C:'

Reprint Date /
Hara: 09.11.2022

Reprint Date /
Hara: 09.11.2022

Reprint Date /
Hara: 09.11.2022

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

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

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

CEPTUDPHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykr: Ketopon® Dkenpece (ketoponak) TabieTkH, AMCNeprupyemMsble B MON0CTH pTa, 10 Mr

Batch No / 1 V2202283 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001626536 Date of Analysis / : 09.11.2022
AHanuTHYeCKHH oT4eT No Jlara anannza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JaTa npou3BOACTBA T'omen no

Analysis performed according ND / Ananus nposeaen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel o1 27.12.2021)

Page 7 of 7/ Crp. Tu3 7

(PA/AL/PE

15 | Package/ Ynakoeka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

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. / Ilo 10 Tabnetox B
information leaflet in a carton | OGmucrepe u3 (TTA/AJVTID c
pack. / Tlo 10 Tabnerok B | Bnaronornoturenem/I12BII) donbru //
6nucrepe wnz  (MMA/AJV/IID ¢ | (II3/AJ]) doavru. Ilo 1 unu 2 6auctepa ¢
Brnaronornorurenem/I[12BIT) WHCTPYKLHUEH N0 NMPHUMEHEHHIO B MayKy
¢donwru // (II2/AJ1) doneru. Ilo | xapToHHy'O.

2 6auctepa ¢ MHCTPYKLHEH MO

Xpanenue

NpHMEHEHUIO B mayKy
KapTOHHYIO.

16 Labeling / MapkupoBka According to ND / B cootsetctBuu ¢ H]I

17 | Storage conditions / Below 25 °C. / TIpu Temneparype He Boiwe 25 °C.

18 Shelf life / Cpok roasocTn 2 years /2 rozma

* 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.

* [Ipu BbIOYCKe JIEKAPCTBEHHOI'O MpenapaTa KOHTPO/Ib Ka4yecTBa N0 M0Ka3aTe 1o
«MukpooHoIOrHYecKas YHCTOTA» NPOBOAUTCH ANs Kaxkaoi 20-oii cepun, niu AJId 0AHOI CEPHH B rof,

B 3ABHCHMOCTH OT TOT0, YTO HACTYNNHUT paHbUIE.

Remarks: The Product conforms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYeT Tpebopanusm HJL

Conclusion: APPROVED /
Zaxkmwouenne: OJJOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Honroroenexo: Ankit IMpoeepeHo: Pardeep Kumar Ono6peno: Menemkep APyKoBOANTENb
& - Kusum Lata ' "
. =t —
Reprint Date / Reprint Date / Reprint Date /
Hara: 09.11.2022 Hara: 09.11.2022 Jara: 09.11.2022

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: L85195AP1984PLC004507
www.drreddys.com




