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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIM3A

o

Ilpoaykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
3Okcnpecc (KeToponak) TabneTky, AUCIeprupyemble B NoagocTu pra, 10 mr

Batch No/ 1 V2202255 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tabd
Analytical Report No / : 890001624163 Date of Analysis / 29.10.2022
AHaauTHyecKHH oT4eT No Jara anannsa -

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTta npou3BocTBA T'omen go

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usamenenune Nel ot 27.12.2021)

Page 1 of 7/Crp. 1 u37

No . .

No Test / [lokazaTennb Results / PesynbTaTtsl 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. / Kpyrabie, niockue Kpyrable, mnockue TabneTku ¢ hackofi,
TabneTky ¢ packoH, cBeTO- CBETNO-KENTOTO LBETA C IPaBUPOBKOH
XKEJITOrO LBETA C MPaBUPOBKOM «l» Ha oHO!1 cTOpOHE.
«» Ha OJIHOIi CTOpOHE.

2 Identification / [TognnHHOCTB

Ketorolac / Kemoponax

a) ByuUv/
Y®-cnexrpodoTomeTpust

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
TMOTJIOLLEHHS UCIIBITYEMOTO pacTBOpa H
pacTBOpa  cTaHzapTHoro  ofpasla
KETOponaka TpOMeTaMHHa  JOJDKHbI
HMMETb MAKCUMYMbI NPU OAHOH U TOH Xke
JUTHHE BOJIHGI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanue: IpoaykT cooTBeTCTBYET Tpeborannam HJJ

Conclusion: APPROVED /
3akmwouenune: OJOBPEHO

Prepared by /

INoarorosneno: Ankit \
[:A//-/

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautens

Amit K A 5

Reprint Date /
Jara: 29.10.2022

Reprint Date /

Hata: 29.10.2022

Reprint Date /
Hara: 29.10.2022

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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CEPTUOUKAT AHAJIN3A
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IIpoayxT: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpece (keToposak) TabNeTkd, AUCNeprupyemble B NosocTH pra, 10 mr

Batch No / : V2202255 Batch Quantity / : 36,00,000 tab/
Cepus Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001624163 Date of Analysis / ¢ 29.10.2022
AHanuTHYeCKHI oT4eT No JlaTa amaausza

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

Hara npou3BoacTBa Togen xo

Analysis performed according ND / Ananus npoeegen mo HJ[:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page2of 7/Crp.2u37

No

Test / [loka3zaTenn
Ne

Results / Pe3yabTaTthbl 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  ynepkuBaHus
OCHOBHOrO THKa Ha Xpomarorpamme
HCMBITYEMOTO  pacTBOpa  JAOJDKHO
COOTBETCTBOBATH BpEMEHH
YAEPXKUBAHUS OCHOBHOTO MHKa Ha
XpOMaTorpaMme pacTBopa
CTanaapTHOro obpasua KeTopoJiaka
TpoMeTaMitHa (paznmen
«KonuuecTBeHHOE onpeaeneHye).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilponykt coorBercTryet Tpeboanusam HJI 3axkmouenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Ankit ﬁ
-

Checked by / Approved by: Manager/Executive /
IIpoBepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoaurens

_ Amit Kumar /A(M‘\/\

Reprint Date /
Jata: 29.10.2022

Reprint Date / Reprint Date/
Hara: 29.10.2022 Jara: 29.10.2022 -

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, Baddi,
Distt. Solan, H.P., 173 205, IND|A
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CEPTUDOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayrr: Ketopon" Dkenpecc (keToposiak) TabJIeTKH, UCIEPTUPYEMbIE B IONOCTH pTa, 10 Mr

Batch No / : V2202255 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001624163 Date of Analysis / 29.10.2022
AHanuTHYecKHH oTueT Ne Jara anananza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara mpouszBoacTBa T'ogen go

Anilysis performed according ND / Anann3z nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Page3 of 7/Ctp.3m37

‘1;00 | Test / [lokasaTenb Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CoorgeTcTBYyET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MHoanuunocTh butylhydroxyanisole peaks on the
OYTHJITHAPOKCHAHU30JT 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 yaepxuBaHus
NHKOB  2-OyTMIATMAPOKCHAaHU3ONA H
3-6yTUNTHAPOKCHAHHU30Ia Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBOpa JAOJDKHBI COOTBETCTBOBATH
BpEMEHaM YAEpHUBaHHUA TUKOB
2-6yTUITHIPOKCHAHHM30.1a u
3-6yTHATMAPOKCHAHHM30a Ha
XpoMarorpamme pacTBopa
CTaH/IapTHOTO obpasua
OyTHATHIPOKCHAHU30A (paznen
«ConepaHue
Oy THITMIPOKCUAHN30a%).
4 Average weight / Cpennnsn 70.1 mg/ 70.1 mMr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr+ 4,0 %).
1

Remarks: The Product conforms to ND/

[Ipumeuanue: Ilponykr coorBercTByet TpeboBanuam HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToaroropneHo: Ankit

A

Checked by /
ITpoBepeno: Pardeep Kumar

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

Amit Kumar N
P‘r:"".’.f'

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Jara: 29.10.2022

Reprint Date /
Jara: 29.10.2022

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
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Formulation Unit-6
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Mpoaykr: Keropon' Dkenpecc (keToposak) TabiaeTku, AUCeprupyeMbie B NOJ0CTH pra, 10 mr

Batch No / : V2202255 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001624163 Date of Analysis / 29.10.2022
AHanmurTHuyecKui oTyeT Ne Harta ananusza

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

Analysis performed according ND / Ananan3 nposenen o HJ/:
JITT-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page4of 7/ Crp. 4 u3 7

1;.00 Test / [TokazaTennb Results / PesyabTaTsi Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 rtabretok — He Gonee £ 10 %
2/20 Tabnetok — He 6onee + 20 %

5 Disintegration time / 24 sec / 24cek Not more than 3 min / He 6onee 3 mun
Pacnagaemoctnb

6 Dissolution / PactBopenue Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of

. CysH13NO3*CsH | NOs (ketorolac
Unit-2 / Tabn-2 101 % tromethamine) in 15 min / He menee
Unit-3 / Taba-3 100 % 75% (Q)  CisHi3NO3*C4H11NO3

) . (xeToponaka  TpOMeTaMHMH)  4epe3
Unit-4 / Tabn-4 99 % 15 Mun
Unit-5 / Tabn-5 100 %

Unit-6 / Tabn-6 100 %

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

HAucnepcHocTs 710 um sieve is formed. / O6pa3yercs
OIHOpOJHAsT CYCMEH3Us, NPOXOoIsLuas
CKBO3b CHTO C pa3MepoOM OTBepCTH
710 MKM.

Remarks: The Product conforms to ND/
[Ipumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHusM HJJ

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Hata: 29.10.2022

Jara: 29.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Ankit IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurenb
Amit Kumar .
o =l ——
Reprint Date / Reprint Date / Reprint Date/

Hara: 29.10.2022

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: LB5195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
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CEPTUOUKAT AHAJIU3A

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

]

[Tpoayxr: Keropon" Dkenpecc (keroponak) TablieTKH, AMCNEprupyemble B 110J0CTH pTa, 10 Mr
Batch No / : V2202255 /Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36,00,000 Tad
Analytical Report No / 1 890001624163 Date of Analysis / 29.10.2022
AHanuTH4YecKHii oTuer No Jara anann3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JarTa npousBoacTea T'ogen no

Analysis performed according ND / Ananus nposexen no H/I:

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

PageSof 7/ Ctp. Su3z 7

8 Related impurities / PopcrBeHHbIe NpUMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcuananor
KETOpONaKa
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6omnee 0,5 %
1-keToaHaNor KeToposiaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
€AWHUYHAS
HeHuAeHTH(ULMPOBaHHAS
NpHMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6omee 1,0 %
Cymma npumeceii
9 Water / Boaa 22% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0praHu4ecKue pacTBOPUTENH

Isopropyl alcohol /
H3zonponaHon

4 pg/tab / 4 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mkr B TabieTke

Remarks: The Product conforms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3akiawouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Ankit ) IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBogurens
ﬂ// - Amit Kumar A S
o (: — —_— Y _\/
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.10.2022

Jlara: 29.10.2022

Hara: 29.10.2022

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

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUOUKAT AHAJTNU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (KeToponak) TabNeTKH, AMCHEPrUpYeEMbIE B NOJOCTH pTa, 10 mr

Batch No / : V2202255 Batch Quantity / : 36,000,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001624163 Date of Analysis / 29.10.2022
AHayuTHYECKHH oTueT No Jdara amanmza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npousBoicrsa T'open no

Ar;ll_ysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / MukpoGuosioruueckas yucrora”*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Odwuee yucno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O0iuee He 0onee 100 KOE/r
YHCJI0 APOXKIKEBBIX U
IJIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHe B 1 1
12 Uniformity of dosage units / 2.6 Acceptance value (AV) not more than
OaHopoaHOCTh 15.0 / IlpuemouHoe 3naveHue (AV) He
JA03HPOBAHUS 6osee 15.0.
13 Assay / KontnuectBeHHOe 99 mg/99 mr From 9.0 mg to 11.0 mg of
onpeaeneHue (99.0%) CisH13zNO3*C34H; INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr no
11,0 mr C15sHisNO3+C4H 1 1NO;3
(xetoponaka TpomeramuH) (ot 90,0 nmo
110,0 % OT 3a%BNEHHOro KOJWYECTBA) B
Tabnetke
14 Butylhydroxyanisole 0.0924 mg/tab / Not less than 0.042 mg/tab /
content / Copaepxanue 0.0924 mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHATHAPOKCHAHH30/1a

Remarks: The Product conforms to ND/
Ilpumeuanue: [poaykT coorBeTcTBYET Tpebosanuam HIT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit IlpoeepeHo: Pardeep Kumar Onobpeno: Menemwxkep / Pykosoaurens
@ : . Amit Kumar A_; S
i = = J o
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.10.2022 Hara: 29.10.2022 Hata: 29.10.2022

Regisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

[

Ilpoayxr: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegr_ati_ng Tablets lané B
Okcnpece (keTopoak) TabneTku, AUCMeEPrupyemMbie B noaocTu pra, 10 mr

Batch No / 1 V2202255 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06nem cepuu 36,00,000 Tab
Analytical Report No / : 890001624163 Date of Analysis / 29.10.2022
A”anuTH4yecKkHii oTyer Ne Jdara ananusa

Date of Manufacture / : OCT.2022 Date of Expiry/ SEP.2024
Jarta npouzBoacTBa I'oaen no

Analysis performed according ND / Ananu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3meHenune Nel ot 27.12.2021)

Page 70f 7/ Crp. 7Tu3 7

15 | Package/YnakoBka 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. / [lo 10 Tabnetok B
information leaflet in a carton | Gnucrepe u3 (TTA/ATI/TID c
pack. / Ilo 10 rabnerok B | Bnaronormorurenem/TI3BII) donsru //
6nucrepe w3 (ITA/AJIIID ¢ | (II3/AJ]) donbru. ITo 1 unu 2 6uctepa ¢
Baaromnornorutenem/[13BIT) MHCTPYKLMEH MO NMPUMEHEHUIO B MavKy
doneru // (IT13/AJ1) doneru. Ilo | kapToHRYIO.

2 6nnctepa ¢ UHCTPYKLMEH MO
NPUMEHEHHUIO B navyky
KapTOHHYIO.
16 | Labeling / Mapkupoeka According to ND / B cootBercTeum ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiwe 25 °C.
XpaHeHue
18 Shelf life / Cpok rogsoctu 2 years / 2 roma

* 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.

* IIpH BeINycKe IEKAPCTBEHHOI0 MpenapaTa KOHTPOJIb KA4eCTBA M0 MOKA3aTeJI0
«MHKpPOOHOIOTHYECKAS YHCTOTA» NPOBOXHTCH AJIsl Kaxka0ii 20-0if cepuu, WM JJist OZHOM CepUH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT PAHbIIIE.

Remarks: The Product conforms to ND/
ITpumeuanue: [poaykt coorBeTcTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jara: 29.10.2022

Hara: 29.10.2022

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

IToarororneno: Ankit IlposepeHo: Pardeep Kumar OnobpeHo: MeHemkep / PykoBonurens
Amit Kumar C—

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.10.2022

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
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www.drreddys.com




