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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUPUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

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

www.drreddys.com

Ipoaykt: Ketopon” Dkcnpece (keToponak) TabneTku, AnCneprapyemsie B oJocTH pra, 10 mr
Batch No / : V2102212 Batch Quantity / 1 252.000 KG
Cepusa Ne Obmem cepun

Analytical Report No / : 890001564311 Date of Analysis / : 30.12.2021
AHaauTudeckuii oryer Ne Jdara ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npon3BoacTsa Togen oo

Analysis performed according ND / Anann3s nposeaen mo HJI: JIT1-004929-011119

Page10of6/Crp.1u3 6

No . .
No Test / [loxasarenn Results / PesysabTaTh! 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. / Kpyrimsle, miockue Kpyrneie, nnockue tabnetku ¢ packoii,
TabneTky ¢ Gackoi, CBETNO- CBETJIO-XKENTOro lBeTa ¢ rPaBHPOBKOI
JKEJITOro NBETa C F[paBUPOBKOI «l» Ha OHOM CTOPOHE.
«l» Ha OIHO CTOpOHE.
2 Identification / IloanuHHOCTL
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnextpsl
HOIIOLIEHUS UCIIBITYEMOTIO PacTBOpa U
pacTBopa  cTaHZapTHoro  obpasua
KeTopoJiaka TPOMETaMHHA  JOJDKHBI
MMETh MaKCUMYMBI IPU OJTHOU ¥ TOM K€
IUIMHE BONHEI (+ 2 HM).

Y®-cniekrpodoTomMeTpus

Remarks : The Product conforms to ND/

Ipumeuanue: TIponykT coorBeTcTBYET TpeboBaHusm HJI
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: IIpogepeHno: Ono6peno: Menemxep / PykoBonurens

Pardeep Kumar Himesh KW Pawan Kumar X”/

b ; -t’—’j—‘
Print Date / Print Date /
Jata: 30.12.2021 Jara: 30.12.2021

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

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Print Date /
Hara: 30.12.2021




Dr.Reddy’s ‘_’:‘.

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

CERTIFICATE OF ANALYSIS Vill. Kh0|, Nalagarh Road, Baddi,

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
IIpoayxr: Keropon" Dkcnpece (keToponak) TabieTkn, AMCrieprupyemble B NoJ0oCTH pTa, 10 mr
Batch No / : V2102212 Batch Quantity / : 252.000 KG
Cepna Ne O6bem cepun

Analytical Report No / : 890001564311 Date of Analysis / : 30.12.2021
AHanuTHYeCKHH oTueT Ne Jlata ananausa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBoacTea T'onen no

Analysis performed according ND / Anaau3 nposeaen no HJI: JI[1-004929-011119

Page2 of 6/ C1p.2 36

No

Test / Iloka3zaTensb
No

Results / PesyabTaTsi Specification / Hopma

b) By HPLC/B3XX

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 yzaepxuBaHus
OCHOBHOTO TNHKa Ha XpOMaTOrpaMme
MCOBITYEMOTO  PacTBOpa  HOJDKHO
COOTBETCTBOBATh BpeMEHU
YIEpXUBAaHHA OCHOBHOTO IIMKa Ha
XpoMaTorpamme pactBopa
CTaHAapTHOro o0pa3la KeTopoJsaka
TpoMeTaMHHa (pa3pmen
«KonnuecTBeHHOE ONpeneIeHue»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IlpogykT cooTBeTcTBYET TpeboBaHMaM H]I 3axawdenne: OJJOGPEHO

Prepared by /
IToaroToBeHO: P
Pardeep Kumar

Checked by / Approved by: Manager/Executive /
IIpogepeHno: | Onobpeno: Menemkep / Pykosoaurenn

Himesh W Pawan Kumar %

Print Date /
Harta: 30.12.2021

Print Date / Print Date /
Hara: 30.12.2021 Jara: 30.12.2021

Registered Office: 3-2-337, 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



Dr.Reddy’s “:‘

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

CEPTHOUKAT AHATI3A Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

®

Ipoaykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Okenpecc (keToponak) TabiaeTky, AMcIepripyemble B MOAOCTH pTa, 10 mr

Cepust Ne

Batch No / 1 V2102212 Batch Quantity / : 252.000 KG

O0bem cepun

AnanuTHuyeckuii oruer Ne

Analytical Report No / : 890001564311 Date of Analysis / : 30.12.2021

JlaTa amaausa

}IaTa IIPpOU3BOACTBA

Date of Manufacture / : Dec-2021 Date of Expiry/ : Nov-2023

Toaen no

Analysis performed according ND / Ananu3 nposeaes no HJI: JII1-004929-011119

Page3 of 6/ Ctp.3u36

i.:) Test / [TokazaTenn Results / PesysabTaTtsl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuuHocTh butylhydroxyanisole peaks on the
OyTMATHAPOKCHAHHU30JI 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 ynepXuBaHHs
NUKOB  2-OYTHATHAPOKCHAHW30da U

OZIHOPOHHOCTB MaccChl

3-0yTHITMAPOKCHaHKU30Ma Ha
XpomaTrorpamme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIEepXKUBAHHSA MHKOB
2-0yTHrMApOKCHAHKU301a U
3-6yTIIrHOpOKCHAaHU3071a Ha
XpoMaTrorpaMme pactBopa
CTaHAAPTHOTO obpazua
OYTHITHIPOKCUAHH30IA (pazmen
«CopepxaHue
OYTUITUAPOKCHAHU30Ia»).
4 Average weight / Cpennss 70.9 mg/70.9 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 %).
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %

2/20 tablets - not more than = 20 % /
18/20 Tabisetok — He Oonee + 10 %
2/20 tabneTox — He 6onee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [ponykT cooTBeTcTBYeT TpedoaHusM HJL 3axmiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneno: IIpoBepeHo: Onobpeno: Menemkep / PykoBonurens
Pardeep Kumar qﬁ’/——» Himesh KM Pawan Kumar X"—’

Print Date / Print Date / Print Date / |

Hara: 30.12.2021 Hara: 30.12.2021 Hara: 30.12.2021

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



q.. Dr. Reddy's Laboratories Ltd.
/ °@® Formulation Unit-6
Dr. Reddy s '. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIM3A Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
Ipoaykt: Ketopon™ Dkcnpecc (keToponak) TabaeTkH, AUCIIEpripyeMble B IONOCTH pTa, 10 Mr
Batch No / : V2102212 Batch Quantity / : 252.000 KG
Cepus Ne Obnem cepun

Analytical Report No / : 890001564311 Date of Analysis / : 30.12.2021
AHanuTHYEeCKH#A oTueT Ne JlaTa aHaau3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta upousgoacrea Fogen no

Analysis performed according ND / Anann3 nposenen mo HJI: JII1-004929-011119

Page4 of 6/ Crp. 4 u3 6

1;.00 Test / [lokazaTenn Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 30 sec / 00 muH 30 cex Not more than 3 min / He 6onee 3 Mun
PacnagaemocTnb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 105% Not less than 75% (Q) of
. C15sH(3NO3°C4H,; 1 NO3 (ketorolac
Un1t-2_/ Tabn-2 105% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 104% | 75% (Q  CisHisNO3*C4H1NOs
. (xeroponaka  TpPOMETaMHH)  dYepe3s
Unit-4 / Tabn-4 104% 15 Mun
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / OGpazyetcs
ONHOpOAHAs CYCIEH3Ws, MpOXOAslIas
CKBO3b CHUTO C pa3MepOM OTBEpCTHi
710 MKM.
8 Related impurities / PoacrBeHHbIe npumMecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6omnee 0,5 %
1-rugpokcuanaior
KeTopoJsiaka
0.03%
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHAIOT KETOpOaKa
Any unidentified impurity / Loy Not more than 0.5 % / He 6onee 0,5 %
e IMHUYHas
HEeUAEeHTU(GHULMPOBaHHAs
TpUMeCh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT coorBercTBYeT TpeboBanusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneno: [» ITposepeHo: Opnobpeno: Menemxkep / PykoBonurens
Pardeep Kumar —:L.g Himesh W Pawan Kumar AV
Print Date / Print Date / Print Date /
Harta: 30.12.2021 Hara: 30.12.2021 Jara: 30.12.2021

Registered Office: 3-2-337, 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



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
IpoaykT: Ketopon® Dxcnpecc (keToposiak) TabneTku, AMcneprupyemble B rnojsocty pra, 10 mr
Batch No / : V2102212 Batch Quantity / : 252.000 KG
Cepua Ne O0bem cepun

Analytical Report No / : 890001564311 Date of Analysis / : 30.12.2021
AHanuTHYEeCKHI oTyeT Ne JlaTa aHaJinza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npousBoacTBa Tonen xo

Analysis performed according ND / Anaans nposeaen no HJI: JI[1-004929-011119

PageSof 6/ Crp.5n3 6

1;.: Test / Iloka3zaTenn Results / PesyabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumeceii

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

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouHble opraHuyeckue pacTBOpPHTENH

Isopropyl alcohol /
HzonponaHon

3 ug/Tab

Not more than 350 pg/tab /
He 6onee 350 MKT B TabJeTke

11 | Microbial enumeration tests / MukpoGuonoruayeckasi Y4McToTa

Count / O61ee yncio
a3pOOHBIX MUKPO-
OpPraHu3MOB

a) Total Aerobic Microbial

Less than 10 CFU/g/
Meunee 10 KOE/r

Not more than 1000 CFU/g /
He 6osiee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O61iee
YHCIIO APOMOKEBBIX H
IUIECHEBLIX TPHOOB

Less than 10 CFU/g /
Menee 10 KOE/T

Not more than 100 CFU/g /
He 6onee 100 KOE/r

OaHopoaHOCTH
JO3MPOBAHUS

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OT1cyTcTBYET OrcyrctBHEB 1 T
12 | Uniformity of dosage units / 6.1 Acceptance value (AV) not more than

15.0 / ITlpuemouHoe 3HaueHue (AV) He
6onee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanmue: [IponykT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IloaroroBneHo:
Pardeep Kumar

=—

Checked by /
IIpoBepeHo:
Himesh Kumar \

- 4

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosogurens
Pawan Kumar

-

Print Date /
Hata: 30.12.2021

Print Date /
Jara: 30.12.2021

Print Date /
Hata: 30.12.2021

T

Registered Office: 3-2-337, 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 Laboratories Ltd.
¥ °® Formulation Unit-6
Dr’ Red dy s -. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoaykr: Ketopon®™ Dkcnpecc (keToponak) TabIeTKH, IMCNEPrUpyeMble B 110710CTH pTa, 10 mr
Batch No / : V2102212 Batch Quantity / : 252.000 KG
Cepus Ne Oo0bem cepun

Analytical Report No / : 890001564311 Date of Analysis / : 30.12.2021
AHajuTHYecknii oTuer Ne Jara ananusza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npou3BoacTBa T'ogen go

Analysis performed according ND / Ananu3 nposegen mo H/L: JIT1-004929-011119

Page 6 of 6 / Ctp. 6 M3 6

1;,? Test / IlokazaTesb Results / PesynbTaThl Specification / Hopma
13 | Assay/ KoanyecTeeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpeneyieHue (101.4 %) CisHisNO3*C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
no 11,0 Mr C15H13NO3'C4H| 1NO3
(xetoponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3ad4BJIEHHOTO KOJIUYECTBA) B
TabieTke
14 | Butylhydroxyanisole 0.0998 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0998 mr B TabneTke He menee 0,042 Mr B TabneTke
OyTUITHAPOKCHAHM301a
15 | Package/ YnmakoBka 10 tablets in a blister of | 10 tabletsin a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerok B 6xuctepe u3 (IA/AJI/TIS ¢
pack. / Tlo 10 Tabnetox B | Biaromornorutenem/II1OBII) donbru //
6mucrepe w3 (ITA/AJI/IID ¢ | (II3/AJD) doneru. [To 1 vnu 2 Gnuctepa
Bnaronornorurenem/[I3BIT) C MHCTpYKIMEeH 10 NpUMEHEHHIO B
donsru // (IID/AJ) donbru. Tlo | mauky KapTOHHYIO.
2 6nucTepa ¢ MHCTPYKIMEH MO
MPUMEHEHUIO B mayKky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTBum ¢ HJ{
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbile 25 °C.
XpaHeHue
18 | Shelflife / Cpok rogHocTH 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Iponykr cooTsercTByeT TpeboBanusm HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorornexo: IIposepeno: Onobpeno: Menemkep / PykoBonutesns
Pardeep Kumar  _ :‘[ _ Himesh M Pawan Kumar Xq/

Print Date / Print Date / Print Date / !

Hara: 30.12.2021 Hara: 30.12.2021 Hara: 30.12.2021

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



