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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Khol, Nailagarh Road, Baddi,

CEPTUOHUKAT AHAJIN3A

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

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

www.drreddys.com

[Tpoaykr: Keropon™ Sxkenpecce (ketoposiak) TabneTky, Ancneprupyemsle B n0JI0OCTH pra. 10 mr
Batch No / 1 V2102149 Batch Quantity / 1 252.000 KG
Cepus Ne Ob6bem cepun

Analytical Report No / : 890001562774 Date of Analysis / 1 27.12.2021
AHaIUTHYECKHI oT4yeT Ne Jara anannza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBoacrea T'ogen no

Analysis performed according ND / Ananus uposenen no H: JII1-004929-011119

Page1of 6/ Crp. 1 m3 6

No . .
No Test / MokaszaTesn Results / PesyabTaTh! 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. / Kpyrisle, miockue Kpyrnele, nnockue tabietku ¢ dackoii,
TabseTkH ¢ hackoii, ceTIO- CBETJIO-)KE/TOro 1BETa C IPaBUPOBKOI
JKEJITOTO LIBETA C TPaBUPOBKOI «» Ha oZtHOIf cTOpOHE.
«» Ha OJHO¥ cTOpOHE.
2 Identification / IToginHHOCTL
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTeeTcTBYET UV spectra of the test solution and

V®-cnektpodoromeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2nm). / Y®-cnektpsr
NOINIOIIEHMS HCITBITYEMOTO PacTBOpa
pacTBopa  cTaHAapTHOro  obpasua
KETOpOJIaka TpOMETaMHHA  JIOJDKHBI
HUMETh MaKCUMYMEI [IPX OHHOK U TOM ke
IUIMHE BONHE! (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeyanne: Tpoaykr coorsetcrayer TpeGoranmsam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
Iloxnrorosnexo:

Checked by /
IlpoeepeHo:

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

Himesh KHH’/;. Pawan Kumar

Print Date /
Hara; 27.12.2021

Print Date /
Hara: 27.12.2021

Print Date /
Jara: 27.12.2021

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

CIN: L85195AP1984P1.CO04507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuilation Unit-6
Vill. Khol, Nalagarh Road, Badd;i,

CEPTHOUKAT AHAJIN3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 28166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon" Drenpece (ketoposnak) TabneTku, aucriepripyemsle B nojoctu pra, 10 mr

www.drreddys.com

AHanuTH4Yeckuil oTyeT No

Batch No / 1 V2102149 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001562774 Date of Analysis / 2 27.12.2021

Jarta ananusa

Date of Manufacture /
Hdara npon3soactea

: Dec-2021

Topen go

Date of Expiry /

: Nov-2023

Analysis performed according ND / Ananns nposexen mo HI: JIT1-004929-011119

Page2 of 6/ C1p. 2 3 6

No

No Test / [TokasaTenan

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC / BOXX

Complies / CooTBeTcTRYET

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). / BpeMms ymepxuBaHuA
OCHOBHOTO NHKa Ha XpOMaTorpamMMe
UCIIBITYEMOIO  pacTBOpa  JOJIKHO
COOTBETCTBOBATL BPEMEHH
YOEPKMBAaHUA OCHOBHOIO NMKAa Ha
Xpomarorpamme pacTBopa
CTAHAApPTHOrO o6pasla KeTopoJsaka
TpoMeTaMKHa (pazmen

«KonuuectBeHHoe onpeneneﬂne»).

Remarks : The Product conforms to ND/
[pumeuanue: [Mponykr coorsercTByet TpeboBanmsam HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTosneHo: Ilporepeno: ' | Onobpeno: Menemskep / Pykosoaurens
Ankit q Himesh KW Pawan Kumar

sl  —
Print Date / Print Date / Print Date /

Hara: 27.12.2021

Hara: 27.12.2021

Hara: 27.12.2021

Registered Office: 8-2-337, Rnad Na 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




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

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

CEPTH®HKAT 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” Dxenpece (ketoposiak) TabneTky, aue Mneprupyesble B NoAOCTH pra, 10 mr

Batch No / : V2102149 Batch Quantity / : 252,000 KG

Cepus Ne Obnem cepuu

Analytical Report No / : 890001562774 Date of Analysis / 1 27.12.2021
AHaTuTHYECKHId oTUeT No Harta ananuza

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

Jara npouseoacTea TI'ogen no

Analysis performed according ND / Ananus nposeaen mo H: JII1-004929-011119 N

Page3 of 6/ Crp.3 n3 6

1}3 Test / IlokazaTenn Results / PesyabTaThi Specification / Hopma

3 Identification Complies / CooTeeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoannuHoCTL butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHU30 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 yoepXuBaHHUA
NUKOB  2-OyTHIATMAPOKCHAHU3ONA WU
3-6yTUITHOPOKCHAHU3012 Ha
XpoMaTorpamme HCTILITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATH
BpeMeHaM YICp)KUBaHHUS MHKOB
2-0yTHITHAPOKCHAHU3OJIA 74
3-0yTHArMApOKCHAHU30MIa Ha
XpoMaTorpaMme pacTBopa
CTaHJAPTHOTO obpazsna
OyTHITHAPOKCHAHM30Ia (paznen
«ConeprxaHue
OyTHITHIPOKCHAHM301Ia»).

Macca

4 Average weight / Cpegusin

69.7 mg / 69.7 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 110 72,8 Mr (70,0 Mr+£ 4,0 %).

Uniformity of weight /
OnHopoaHocTs Macebl

Complies / CooTeeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabierok — He Ooiee + 10 %
2/20 TabneTox — He Honee = 20 %

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoxykTt cootsetcTByeT TpeGoBarusam HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Jara: 27.12.2021

Hara: 27.12.2021

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

l‘[o.uromsner-tq; Ipoeepeno: Onobpeno: Menemxep / Pykosoaurens
-t . - /L/;. :

Anki ﬁ""’ Himesh Kymar Pawan Kumar g

Print Date / Print Date / Print Date /

Hara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Cr. Reddy's Laboratories Ltd.

@ o
9 e® Formulation Unit-6
Dr. Reddy S q.. Vill. khol, Naiagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTHOUKAT AHAJI3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Hpogykr: Keropon” Dxenpece (Ketoposnak) Tabnerky, AucneprupyeMmsie B monoctu pra, 10 mr
Batch No / : V2102149 Batch Quantity / : 252.000 KG
Cepus Ne Ob6bem cepun

Analytical Report No / : 890001562774 Date of Analysis / : 27.12.2021
AHanuTHYeCKHH oTyeT Ne Jata ananuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npou3BoACTBa T'onen g0

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-004929-011119

Page40f 6 /Crp.4u3 6

1;00 Test / [lokasaTtenn Results / PesyabTaTsl Specification / Hopma
5 Disintegration time / 00 min 33 sec / 00 muH 33 cex Not more than 3 min / He 6osee 3 mMun
Pacnanaemoctsn
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. CisH13NO3+C4H | 1NO4 (ketorolac
Unit-2 / Ta6n-2 58 % tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 99%, 75 % Q) CisH13NO3+C4H 1 NO;
. (keToponaka  TpPOMETaMMH)  Yepes
Unit-4 / Ta6n-4 102% 15 MEH
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepcHocrs 710 um sieve is formed. / O6pasyercs
OJNHOPOAHAsA CYCHEH3Hs, MPOXOIIIas
CKBO3b CHTO C Pa3MepOM OTBEpPCTHI
710 MKM.
8 Related impurities / PoacTBenHble npumecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-runpoxcuananor
KeTopoJiaKa
0.02%
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor keToposaka
Any unidentified impurity / L Not more than 0.5 % / He 6oree 0,5 %
€IUHUY HAA
HEUJIEHTHOUUMPOBAHHAS
pUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
| [Tpumeuanne: [IpogykT cooteTcTBYeT TpeGoBanmssm HJT 3axmouenune: OJJOBEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxmrorosexo; IlpoBepeno: Onobpeno: Menemxkep / Pykosoautens
Ankit 6‘{5 ez Himesh KM' Pawan Kumar X_L,
Print Date / Print Date / Print Date /
Hara: 27.12.2021 Hara: 27.12.2021 Hata: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Do
L/ °® Formulation Unit-6
Dr‘ Reddy S '-. Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTHOUKAT 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
Hpoaykr: Keropon" Dkenpece (keToposiak) TabieTk, JUCeprupyemMele B rosiocty pra, 10 mr
Batch No / : V2102149 Batch Quantity / : 252.000 KG
Cepus Ne O0nbem cepun

Analytical Report No / : 890001562774 Date of Analysis / 2 27.12.2021
AHanuTHYecKHil oTyeT No Jlara anaausa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara nponsBoacTea TI'onen mo

Analysis performed according ND / Ananus nposenen no HA: JIT1-004929-011119

PageSof 6/ Crp.5n3 6

=
1;.00 Test / IlokaszaTen Results / PezyabTaTel Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMmma npumecei
9 Water / Boga 22 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcraTounble OPraHH4Y€eCKHe pacTBOPUTEIU

Isopropyl alcohol /
Hzonponanon

2 pg/Tab Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTtke

11 | Microbial enumeration tests / Mukpo6uooruyeckas YueTora

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61uee uwcio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOMNOKEBBIX H
IUIECHEBBIX IPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OrcytcTByeT OTtcyrctBHe B 1 ¢
12 Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OanopogHocTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
NO3UPOBAHHS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Tpoaykr coorsercTRyeT Tpebopanmusm HJ 3akmoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneno: Ipoeepeno: ___| Ono6peno: Menemxep / Pykosoxures
Ankit ﬁ Himesh @Iapi/—‘ Pawan Kumar )Of_"
Print Date / Print Date / Print Date /
Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 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 Qf‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHO®HKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Skenpece (keroporak) TaGieTky, ANCHEprupyeMbie B nonocty pra, 10 mr

www.drreddys.com

Batch No/
Cepus Ne

: V2102149

Batch Quantity /
O6bem cepun

: 252.000 KG

Analytical Report No /
AHAIUTHYECKHIT oT9eT No

: 890001562774

Date of Analysis /
Hara anannsza

1 27.12.2021

Date of Manufacture /
JaTa npounsBoacTBa

: Dec-2021

T'ogen o

Date of Expiry /

: Nov-2023

Analysis performed according ND / Auaans nposexen mo HJI: JIT1-004929-011119

—~

Page 6 of 6/ C1p. 6 u3 6

No

No Test / IToka3aTennb

Results / Pe3yabTaThl

Specification / Hopma

13 Assay / Kosimuecrsennoe
onpeaeseHue

9.8mg/9.8 Mmr
(98.2 %)

From 90mg to 11.0mg of
CisH;3NO3*C4H| 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 Mmr C15H13NO3'C4H1 1NO3
(xetoponaka Tpomeramun) (ot 90,0 mo
110,0 % oT 3as1BNEHHOTO KOJIMYECTBA) B
Tabnetke

14 | Butylhydroxyanisole
content / Coaepxkaune
Oy THJTHAPOKCHAHK301a

0.0926 mg/tab /
0.0926 mr B Tabnetke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTxe

15 Package / YmakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
bnucrepe us ([MA/AJVIID ¢
Bhiaronoraotutenem/I13BII)
¢oneru // (IIS/AJT) donsru. Ilo
2 bimucrepa ¢ WHCTPYKIMEH IO
MIPUMEHEHHIO B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil / (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
TabneTok B 6nuctepe us (ITA/AJI/TID ¢
siaronornoturenem/I13BIT) donsru //
(M3/AJT) ponsru. Tlo 1 unu 2 Gnuctepa
C MHCTPYKIMEH IO NPHUMEHEHHIO B
nauKy KapTOHHYIO.

16 | Labeling / Mapkupoeka

According to ND / B coorserctum ¢ HJJ

17 | Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temniepatype He Bbime 25 °C.

18 Shelf life / Cpok roanoctn

2 years / 2 roga

Remarks : The Product conforms to ND/
IIpimeuanne: [Tpoaykr coorpeTcTByeT Tpeboanusm HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorornexo: ITposepeHo: ___ | Onobpeno: Menemxep / Pykosoautens
Ankit X Himesh KQ‘HEL///_’) Pawan Kumar §

‘._’__-,--—'J . ”~
Print Date / Print Date / Print Date /
Hara: 27.12.2021 Jara: 27.12.2021 MHara: 27.12.2021

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.ccm
CIN: L85195AP1984PLC0O04507

www.drreddys.com



