@o
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

a

Hpoayxr: Ketoposn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Oxkcnpecc (keToposiak) TabNeTKH, IUCNeprupyemble B N0J10cTh pra, 10 mr

Batch No / : V2202101 |Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo0bem cepun 36,00,000 Tab
Analytical Report No / : 890001623114 Date of Analysis / : 29.10.2022
AHanuTH4ecknii oTyer Ne Jarta anaausza

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jdarta npou3BoacTBa T'ogen no

Analysis performed according ND / Ananuz nposeaes nmo H/L:
JIII-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel or 27.12.2021)

Pagelof 7/Ctp. 1 u3 7

No . .
No Test / [NokazaTeab Results / PesyabTaTsi 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. / Kpyrinsle, ninockue Kpyrasie, ninockue Tabnetku ¢ Gpackoi,
TabneTky ¢ packoii, cBeTNIO- CBETJIO-XENTOr0 L[BETA C IPaBUPOBKOH
JKEJITOTO LBETA C PaBUPOBKOM «l» Ha OIHON CTOpPOHE.
«l» Ha OIHOH CTOpPOHE.
2 Identification / [loanuuHocTh

Ketorolac / Kemopoiak

a) Byuv/
V®-cnektpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnektpsl
MOCJIOMIEHHS HCIBITYEMOTO pacTBopa 1
pacTBopa  CTaHAapTHOro  obpasua
KETOpOJiaka TPOMETaMUHA  HOJIMKHBI
MMETb MaKCUMYMbI IPU OIHOM 1 TOM e
JTUHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeyanue: [TponykT coorBercTByeT Tpebosanusm HJI

Conclusion: APPROVED /
Saxawyenue: OJOBPEHO

JHara: 29.10.2022

Jara: 29.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Ankit INpoeepeno: Pardeep Kumar Onobpeno: Meunemxep / PykoBoaurens

£ Amit Kumar . )
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: L85195AP1984PLC0O04507
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

CEPTUOPUKAT AHAJINU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkcnpecc (keToposak) TablieTkH, AUCTIEPrupyeMble B MoAoCTH pra, 10 Mr

Batch No / : V2202101 Batch Quantity / : 36,00,000 tab/
| Cepusi Ne Ob6nem cepun 36,00,000 Tab
Analytical Report No / : 890001623114 Date of Analysis / 29.10.2022
AHaaHTHYECKHN oTueT Ne JlaTa ananmusa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JaTa npousBoacTBa TI'ogen mo

Analysis performed according ND / Ananus l'lpOBe}_leH mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

Page2of 7/Cip.2m3 7

No

Test / NMoka3aTens
Ne

Results / PesyabTatnl

Specification / Hopma

b) By HPLC /BDXX

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 IHMKa Ha XpoMmarorpamme

UCILITYEMOrO  pacTBopa  JAOJIXKHO
COOTBETCTBOBATD BpEMEHH
YIEpKMBAHUS OCHOBHOTO MHMKa Ha
Xpomarorpamme pacTBopa
CTaHZapTHoro obpasua KeTopoJiaka
TpOMeTaMHHa (paznen

«KOJIM4YeCTBEHHOE OMpeaeneHue»).

Remarks: The Product conforms to ND/
[Mpumeuanue: IlpogykT coorBercTBYeT TpeGoBaHusaM HJI

Conclusion: APPROVED /
Saximwuenne: OJOBPEHO

Jara: 29.10.2022

Jara: 29.10.2022

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

Iloarorosneno: Ankit [Iposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoaurensb
‘ Amit Kumar .

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: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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 AHAJIU3A

(G}

IIpoaykr: Ketopon

'Product : Ketorol Exgress (ketorolac) Orally Disiﬁtegrating Tablets 10 mg
Jkenpecc (keToponak) TabjeTk1, ACNePrupyeMble B NOJIOCTH pTa, 10 mr

Batch No / : V2202101 [Batch Quantity / : 36,00,000 tab /
|Cepusi Ne O6bem cepun 36,00,000 Tabd
Analytical Report No / : 890001623114 Date of Analysis / 1 29.10.2022
AHaauTHYecKHH oTyeT No Jlara ananuza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
Jara nponsBoacTea I'onen no

Analysis performed_according ND / Ananns nposenen no H/I:

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

Page3of 7/Cip.3u3 7

ioo Test / IlokazaTenn Results / PezynabTaThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYeET The  retention  times of 2-
Butylhydroexyanisole / butylhydroxyanisole and 3-
MoanuuHOCTHL butylhydroxyanisole peaks on the
OyTHArNAPOKCHAHU30 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 ynepxuBaHus
NUKOB  2-OyTMNTMOpPOKCHAHM3OIA U
3-6yTUAruapoKcHaHu3ona Ha
Xpomarorpamme UCOBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBORATh
BpeMeHaM yIOEPXKUBAHUSA TTHKOB
2-6yTUNrHIpOKCHAHU301a u
3-6y UM IPOKCHAHU30M1a Ha
XpoMaTorpaMmme pacTBopa
CTaHIAPTHOTO obpazua
OyTUJIrHAPOKCHAHU30M1a (paznen
«CopnepxaHuie
OyTUITMIPOKCHAHU30Ia»).
4 Average weight / Cpennsis 69.1 mg/ 69.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca OT167,2Mr no 72,8 Mr (70,0 mr £4,0 %).

Remarks: The Product conforms to ND/
Ipumeuanue: IponykT cooreercTBYeT Tpebosanusm HJI

Conclusion: APPROVED /
3axmwouenne: OJIOBPEHO

Prepared by / Checked by /
IToaroroeneno: Ankit @ Ilposepeno: Pardeep Kumar

<1

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

Amit Kumar ‘A(_,‘:\»//

Reprint Date / Reprint Date /

Hara: 29.10.2022 Jara: 29.10.2022

Reprint Date /
JaTa: 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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CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIN3A

Product : Ketorol Express (ketorol_ac) Orally Digirmag?ating_”faglets 10 mg
Hpoaykr: Keropon" Dkcripecc (keToponak) TabieTky, AMCneprupyemble B Nofoctu pra, 10 mr

Batch No / : V2202101 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001623114 Date of Analysis / 29.10.2022
Anagurnyeckni oruer Ne JlaTa aHaJu3a

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JaTa npou3BoACTBA I'onen no

Analysis performed according ND / Ananu3 nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel or 27.12.2021)

Page40of 7/Crp. 4m37

I;oo Test / [TokazaTeab Results / PesynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTRYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTH MaCChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Gonee = 10 %
2/20 rabnetox — He 6onee + 20 %
5 Disintegration time / 17 sec / 17 cek Not more than 3 min/ He 6onee 3 MuH
PacnazaemocTb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
R C15H3NO3+C4H; 1 NO; (ketorolac
Umit2yFacn= 10 i tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100 % 75% Q) CisHisNO3CsHiiNO;s
) . (keToponaka  TpPOMETaMHH)  4epe3
Unit-4 / Tabn-4 100 % TR
Unit-5 / Ta6n-5 100 %
Unit-6 / Tabn-6 99 %

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

JucnepcHocTb 710 pym sieve is formed. / Obpasyercs
OJHOpOJIHAsL CYCIIEH3Ms, MPOXOJALIas
CKBO3b CUTO C pa3MepoM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/

INpumeuanue: [Iponykt cooTBeTcTBYET TpeOoBaHUAM HJJ

Conclusion: APPROVED /
3akmoyenne: OJJOGPEHO

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

INonrorosneno: Ankit IpoeepeHo: Pardeep Kumar Opnobpeno: Menemxep / PykoBonurens
D Amit Kumar .

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.10.2022 Jara: 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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Dkcnpecc (keToponak) TabneTky, AUCeprupyemsie B NonocTu pra, 10 mr

|Batch No / : V2202101 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001623114 Date of Analysis / 29.10.2022
AHaJNUTHYeCKH I 0TYeT No JaTa ananunsa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jara nponssoactTea I'open oo

Analysis performed according ND / Ananns nposenen mo H/I:
JITT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/ Crp. 5137

8 Related impurities / PoacrBeHnHble npuMecH

1-ruapoxcuaHanor
KeToponaka

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below Limit of
Detection(LOD:0.0010%)

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6oaee 0,5 %

1-KeToaHaNor KeToponaka 0.03 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHHYHas 0.05%
HeHAeHTHHIMpOBaHHAs
NpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumeceii
9 Water / Boxa 2.0 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble OpraHu4ecKUe pacTBOPHTENH

Isopropyl alcohol /
H3zonponaHon

2 pg/tab / 2 mxr B Tabnerke

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

Remarks: The Product conforms to ND/
INpumeuanue: IpoaykT cootseTcTBYeT Tpebosanusm HJT

Conclusion: APPROVED /
3akayenne: OJOBPEHO

Hara: 29.10.2022

Jara: 29.10.2022

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

Iloaroroneno: Ankit IIposepeno: Pardeep Kumar OpnobpeHo: Menemxkep / Pykoroautens
f Amit Kumar N

Reprint Date / Reprint Date / 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: L85195AP1984PLC0O04507
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 : 491 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally_D_is_inteTgrating Tablets 10 mg

HpoxyxT: Ketopon" Dkenpecc (keToponak) TabneTky, AMcneprupyemsle B onoctu pra, 10 mr
Batch No / 1 V2202101 Batch Quantity / : 36,00,000 tab/
Cepus Ne - Oo6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001623114 Date of Analysis / 29.10.2022
AHaJuTHYeCKHIT oTueT No JlaTa anaau3a

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jara npousBoacrea TI'onen no

Analysis performed according ND / Ananuns nposeaen no HJI:

JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 uz 7

11 | Microbial enumeration tests / MukpoGuosiorudeckast uncToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee uncio He 6onee 1000 KOE/r
a3poOHBIX MUKpO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YUCIIO JPOXKOKEBBIX U
TUIECHEBLIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUEe B 1 T
12 Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OaHopogHoCTh 15.0 / ITpuemodHoe 3HaueHue (AV) He
JO3UPOBAHUSA bonee 15,0.
13 | Assay/Konunyecreennoe 10.0 mg/ 10.0 mr From 9.0mg to 11.0mg  of
onpeaesienne (100.3%) Ci5H1aNO3+C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
1 1,0 MT C15H13NO3°C4H11NO3
(xetoponaka TpomeramuH) (ot 90,0 no
110,0 % ot 3asBlEHHOr0 KOJHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0927 mg/tab / Not less than 0.042 mg/tab /
content / ConaepxaHue 0.0927 mr B Tabnerke He menee 0,042 mr B TabneTke
OyTHJIrHAPOKCHAHN30/12

Remarks: The Product conforms to ND/
[Ipumeuanue: ITpoaykT coorBeTcTBYeT Tpebosanusm HJI

Conclusion: APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Ankit Ilposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonurensb
@ . o ' = Amit Kumar N\
= e
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.10.2022 Hata: 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: L85195AP1984PLC004507
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, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) &ﬂly Disintegrzting Tablets 10 mg
Ipoayxr: Keropon" Dxcnpece (keToponak) TabieTku, AUCMEpPrupyeMble B NOJOCTH pTa, 10 Mr

Batch No / : V2202101 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001623114 Date of Analysis / 29.10.2022
AvanuTH4Yecknii otuer Ne JlaTa anajausa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jara npou3BoACTBA T'omen no

Analysis performed according ND / Ananu3 nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 70f7/Crp. Tu3z 7

15 | Package / YnaxoBka 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. / Ilo 10 Tabnetok B
information leaflet in a carton | OGnucTepe u3 (TA/ATVIID c
pack. / Tlo 10 Tabnerok B | enaromornorutenem/[12BII) donbru //
omucrepe w3 (TTA/AJIID ¢ | (IIS/AJD) donsru. Mo 1 unu 2 6nKctepa ¢
srnaronornotutenem/f13BIT) UHCTPYKLMEN MO NPHUMEHEHHUIO B MayKy
donbru // (II3/AJT) donbru. Ilo | KapTOHHYIO.

2 Gnuctepa ¢ MHCTpyKuMeH Mo
TIPUMEHEHHIO B nauxy
KapTOHHYIO.
16 Labeling / MapxupoBka According to ND / B cootBeTcTBUM ¢ H]
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Boiwe 25 °C.
XpaHeHue
18 Shelf life / Cpok roanoctu 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.

* TIpu BbIMyCKe JIeKAPCTBEHHOI0 NIPenapaTa KOHTPOJIb KauecTBa M0 N0KAa3aTe o
«MHKPOGHOI0rHYeCcKasd YHCTOTAY NPOBOIUTCH AJA KAXKI0iH 20-0¥ ceprH, HAH I OJHOM CEepUH B I0],
B 32aBHCHMOCTH OT TOT'0, YTO HACTYNHT paHbLIe.

Remarks: The Product conforms to ND/
[Tpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusam HT

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Ankit ) IIpoBepeno: Pardeep Kumar OnobpeHo: Menemxkep / Pykosoaurens
P .
[f\/_ o Amit Kumar A N
Reprint Date / Reprint Date / Reprint Date / N
Jarta: 29.10.2022 Jara: 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




