Qe
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

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

CEPTHOPUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel: 491 QR166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoayxr: Keropon” Dkenpecc (ketoponak) Tabnerku, aucneprupyembie B monocTy pra, 10 mr
Batch No / : V2101806 Batch Quantity / : 252.000 KG
Cepusi Ne O61bem cepuin

Analytical Report No / : 890001554648 Date of Analysis / 1 12.11.2021
AHaguTHYecKHii oTueT No Jara anannsza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npouzBogcTrea Tonen go

Analysis performed according ND / Anaaus nposenen o HJI: JIT1-004929-011119

Page1 of 6/Ctp. 113 6

V®-cnexrtpodoTomeTpus

N . X
N? Test / [loka3aTesn Results / PesynbTaThi 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. / Kpyrnbie, miockue Kpyribie, miockue Tabnetku ¢ hackoii,
TabneTku ¢ gackoil, ceeTno- CBETNIO-XEJITOrO LIBETA C PaBHPOBKOM
XKENTOTO L[BETA C TPABUPOBKOMH «» Ha OHOIi CTOpOHE.
«I» Ha OHOM cTOpOHE.
2 Identification / lognuuHOCTL
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / V®-cnektps
TNIOTJIOILEHH HCIIBITYEMOTO PAacTBOpa M
pacTBOpa  CTaHAApTHOro  o0pasia
KETOpONaKa TPOMETaMHHA  JOJDKHEI
UMETH MAKCUMYMBI [IpU OLHOH U TOM ke
IULMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeuanue: IMpoaykr cooTBeTcTBYET TpeGosanuam H]J

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Jara: 12.11.2021

Mara: 12.11.2021

Prepared by / Checked by / \J-lﬁ Approved by: Manager/Executive /
IloaroropseHo: IIporepeHo: M/ Onobpeno: Menemxep / Pykosoaurens
Ankit /A Ramakant Pavan Kumar Sharma / ; ~——

<
Print Date / Print Date / Print Date /

Mara: 12.11.2021

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
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Dr.Reddy’s ‘,’.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTH®HUKAT AHAJIH3A

Distt. Solan, H.P., 173 205, INDIA

Tel . 401 9168 §A00Q1-02

Product : Ketorol Express (ketorolac) Orally Disintegratin
Ipoayrt: Keropon™ Dxenpece (ketoponak) Tabnetku. an

g Tablets 10 mg www.drreddys.com
crieprupyembie 8 noaocTv pra, 10 mr

Batch No / : V2101806 Batch Quantity / : 252.000 KG
Cepusa Ne O6bem cepuu

Analytical Report No / : 890001554648 Date of Analysis / 1 12.11.2021
AHanuTnyeckmii oTyer Ne Mara anannza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTta npon3BoacTea T'onen no

|Analysis performed according ND / Ananns nposeaen mo HJ: JII1-004929-011119

Page2 of 6/ Crp. 2 u3 6

Test / IlokazaTean

N

Results / PesyanTarnl

Specification / Hopma

1

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). / Bpema ymepxuBanus
OCHOBHOTO MNMKa Ha XpoMarorpamme
HCIILITYEMOrO  pacTBopa  JOJKHO
COOTBETCTBOBATD BpPEMEHHU
YOCPXUBAaHHMA OCHOBHOTO TIMKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHAApTHOro obpasma KeToponaka
TpoMeTaMuHa (paspmen

«KonudecTBeHHOE OIpeleNneHue»).

Remarks : The Product conforms to ND/
[pumveuanue: TTPOAYKT COOTBETCTBYET TPeGOBAHUAM HJI

Conclusion : APPROVED /
3axaogenne: OJOBPEHO

Mara: 12.11.2021

Hara: 12.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: IIporepeno: W Onobpeno: Menemxep /- PykosoauTes
Ankit ﬂ . Ramakant Pavan Kumar Sllarma(fi:/*;;/
Print Date / Print Date / Print Date /

Hara: 12.11.2021

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
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-2
Vili. Khol, Nalagarh Road, Badai,

CEPTH®HKAT AHAJII3A

Distt. Solan, H.P., 173 205, INDiA

Tal:+01 OR166 S6001-07

Product : Ketorol Express (ketorolac) Orally Disintegrating

Tablets 10 mg www.drreddys.com

Ipoaywr: Ketopon® Dkenpece (keroponak) Tabnertkmy, Ancneprupyemeie B nonocty pra, 10 mr
Batch No / : V2101806 Batch Quantity / : 252.000KG
Cepnus Ne O0Bem cepun

Analytical Report No / : 890001554648 Date of Analysis / : 12.11.2021
AHaauTHYecKHil oryer No JaTa ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JdaTta npou3BoacTea T'omen no

Analysis performed according ND / Anasn3 nposenen no HJI: JIT1-004929-011119

Page30of 6 /C1p.3u3 6

No

Test / ITokasatens
Ne

Results / PezyabTaThl

Specification / Hopma

Identification
Butylhydroxyanisole /
HoannanocTh

6y THITHAPOKCHAHU3O0N

3

Complies / CooTBeTcTBYET

The  retention  times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 yaepXuBaHHA
NMKOB  2-OYTHIrMIOPOKCHAHU30Na U
3-OyTHATHPOKCUAHU30JIA Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBOopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YHEpKHUBAHUS IHKOB
2-0yTUNTHAPOKCHAHN30IA )7}
3-6yTUITHAPOKCHAHU30IA Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO obpasia
OyTHUNTHAPOKCHAHM30J1A (paznen
«Cogaepxanue
GyTHUITMIPOKCHAHM30JIA»).

Average weight / Cpeausis
Macca

69.6 mg / 69.6 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 %).

Uniformity of weight /
OnHOpOoAHOCTH Macebl

Complies / CooteeTcTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabmerox — He 6Homee + 10 %
2/20 TabneTok — He 6onee + 20 %

Remarks : The Product conforms to ND/
IIpumeyanue: ITpogykr COOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenne: OJIOBPEHO

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

Ioarororneno: IIposepeno: ' OnoGpeno: Menemiep / PykoBoamres

Ankit X Ramakant Pavan Kumar Sharma /’
(18—

Print Date / Print Date / Print Date /

Mara: 12.11.2021 Hara: 12.11.2021 Hara: 12.11.2021

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
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Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formuiation Unit-5
Vill. Khoi, Nalagarh Road, Baddi,

CEPTH®HUKAT AHAJIM3A

Distt. Solan, H.P,, 173 205, IND!A

T=l - 07 98166 S6001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
HMpoaykr: Ketopon” Dkenpece (keroponak) taGnerin, Iucreprupyemble B nojgocty pra, 10 mr
Batch No / : V2101806 Batch Quantity / : 252.000 KG
Cepusn Ne O6nbem cepun

Analytical Report No / : 890001554648 Date of Analysis / : 12.11.2021
AHannTHYecKHii oTdeT Ne Jara ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / ¢ Sep-2023
Jara mpou3BoacTBa T'onen mo

Analysis performed according ND / Auanus nposenen mo H/I: JII1-004929-011119

Page 4 0f 6/ Crp. 4 u3 6

1}? Test / ITokazaTenn Results / PesyabTaTsl Specification / Hopma
5 Disintegration time / 00 min 31 sec / 00 mun 31 cek Not more than 3 min / He Gosnee 3 mMun
Pacnagaemocrn
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH;3NO3*C4H 1 NO; (ketorolac
= - [1]
Unit-2 / Ta61-2 105% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 101% 75%  (Q)  CisHisNO3+C4H; NOs
. . (keToponaka  TpomeTaMMH)  dYepes
Unit-4 / Tabn-4 101 % 15 Mun
Unit-5 / Ta6a-5 103%
Unit-6 / Ta611-6 103 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a |
HduenepcHocth 710 pym sieve is formed. / O6pasyercs
OIHOPO/Has CYCHEH3MA, HPOXOAAINas
CKBO3b CHTO C DPa3MepOM OTBEPCTHI
710 MKM.
8 Related impurities / Poacrsennsie npumecn
ketorolac 1-hydroxy analog / Not Deteched Not more than 0.5 % / He 6ouee 0,5 %
1-rupgpokcuananor
KeTopoJaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaNoT KeToposaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eAVHUYHAS
HEUACHTUMIMPOBAHHAS
MPUMECh

Remarks : The Product conforms to ND/
IIpumeuanue: IMpoaykT coorercTByet TpeGoranusam HJJ

Conclusion : APPROVED /
3akarwuenue: OJJOBPEHO

Prepared by / Checked by / ! @& Approved by: Manager/Executive /
[Moarorornexo: IIpoBepeno: W Onobpeno: Menemkep / RykoBoauTeb
Ankit Ramakant Pavan Kumar Sharma . pn—>
Print Date / Print Date / Print Date /

Hara: 12.11.2021 Haia. 12.11.2021 Hara: 12.11.2021

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



Dr. Reddy's Laboratories Ltd.

‘.o
) (1 ] Formulation Unit-6
Dr‘ Red dy S A CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHATI3A Distt. Solan, H.P., 173 205, INDIA
Tal 491 98166 556001-02

ﬁ’roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
ITpoayxr: Ketopon™ Dkenpece (ketoponak) Tabnetky, AUCHEPrHpyeMbIe B MON0CTH pra, 10 Mr
Batch No / : V2101806 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepun

Analytical Report No / : 890001554648 Date of Analysis / : 12.11.2021
AHanurnuecknii orger Ne Harta ananunsa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npon3Boacrea T'onen no

Analysis performed according ND / Anaiu3 nposenen no HI: JIT1-004929-011119

PageSof 6/ Crp.5u3 6

ioo Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He Gonee 1,0 %
CyMmMa npumeceit
9 Water / Boaa 21 % Not more than 7.0% w/w /
He 6oiee 7,0 %

10 | Residual solvents by GC/ OctaTounble oprannyeckue PaCTBOpUTENIH

Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
Hzonponanon He 6onee 350 mMxr B Tabnerke

11 | Microbial enumeration tests / MukpoGuosornyeckas 4ncTora

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61ee yucio Menee 10 KOE/r He 60nee 1000 KOE/r
a3pOOHBIX MHKPO-

OpTraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61iee Memnee 10 KOE/r He 6onee 100 KOE/r

YHCII0 APOHOIKEBHIX U
IUIECHEBBIX IPUGOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OrcytcTBYeT OtcyrcTBUe B 1 T
12 | Uniformity of dosage units / 4.7 Acceptance value (AV) not more than
OnHopoaHocTh 15.0 / Ilpuemounoe 3Hauenue (AV) He
A03UPOBAHUS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumenanue: [Tpoayxr cootBeTcTBYyeT TpeboBanmsam HJJ 3akmoyenne: QJIOBPEHO
Prepared by / Checked by / U-lj Approved by: Manager/Executive /
[Moaroroeneno: ITporepewno: OnobpeHo: Menemkep / lijxomﬂu'renb
Ankit ) Ramakant Pavan Kumar Sharma # -
j‘}’_ - CrV
Print Date / Print Date / Print Date /
Hara: 12.11.2021 Hara: 12.11.2021 Hara: 12.11.2021

Registered Office: 8-2-337, Read 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.

S
’ °® Formulation Unit-6
Dr‘ Reddy S Q-. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHO®HKAT AHAJIM3A Distt. Solan, H.P.,, 173 205, INDIA

Tal - 401 92166 S5001-02

ﬁ’roduct Ketorol Express (ketorolac) Orally Dlsmtegratmg Tablets 10 mg . drreddys.com

IMpoaykr: Keropon® Dxenpece (KETOpOIIaK) TadneTkM, AUCHIEPrUpYeMbIe B MOA0CTH pra. 10 mr

Batch No / : V2101806 Batch Quantity / : 252.000 KG

Cepusn Ne Obbem cepun

Analytical Report No / : 890001554648 Date of Analysis / : 12.11.2021
AHanuTHYeCKHi 0TYeT No Mara anasnsza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023

HaTa npousBoacrea I'onen 1o

Analysis performed according ND / Auanus nposegen no HI: JIT1-004929-011119 ]

Page 6 of 6 / C1p. 6 u3 6

1;.00 Test / Ilokaszarens Results / PesynbTarsl Specification / Hopma
13 Assay / KoninyecTBenHoe 9.9mg /9.9 mr From 90mg to 11.0mg of
onpeaeceHne (98.8 %) C15H13NO3°C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
A0 1 1,0 Mr C|5H13NO3°C4H11N03
(keToponaka Tpomeramun) (ot 90,0 1o
110,0 % ot 3aABNEHHOr0 KONUYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0973 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanne 0.0973 Mr B TabneTke He menee 0,042 mr B TabneTke
OyTunaruapokcuanusona
15 | Package / Ynakopka 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 | Tabnetox B 6smcrepe us (ITA/AJI/TID ¢
pack. / Ilo 10 TabneToxk B Braronornoturenem/I13BIT) doneru //
Gmucrepe us (IMA/AJVID ¢ (II3/AJT) pombru. Tlo 1 mwin 2 6nuctepa
Biaronorjaoturenem/I13BIT) C HHCTPYKLMEH MO TNPHUMEHEHMIO B
doneru // (I13/AJ1) bonsru. Ilo NayKy KapTOHHYIO.
2 Gnucrepa ¢ HHCTpYKUHel 10
MIPUMEHEHUIO B HayKy
KapTOHHYIO.
16 | Labeling / Mapkupogka According to ND / B cootsetcTuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / IIpu temnepatype He Boiuie 25 °C.
XpaHenue
18 Shelf life / Cpox roanoctn 2 years /2 rona

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

[pumeuanne: Ipoaykr cootpercrryer Tpeboeanusam HJT 3akmodenne;: OJIOBPEHO

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

[loaroroeneHo: IIposepeno: M Onobpeno: Menemxep / chonomircns
i Vg [\ Ramakant Pavan Kumar Sharma __ .

Print Date / Print Date / Print Date /

Jara: 12.11.2021 Hara: 12.11.2021 Hara: 12.11.2021

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



