Dr.Reddy’s €

Dr. Reddy's Laboratories | td,
Formulation Unit-6

Vill, Khoi, Nalagarh Road, Baddj,
Distt. Soian, H.P,, 173 205, IND{ A
Tef : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keToponak) TabneTky, AUCHepripyempie B MON0CTH PTa, 10 mr

Batch No/ : V2300186 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bbem cepuu 36.00,000 Tab
Analytical Report No / : 890001644456 Date of Analysis / 13.02.2023
AHaJHTHIECKHH 0T4YeT Ne JlaTa aHa/IM3a

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
JaTa npou3BoACTBa T'open oo

Analysis performed according ND / Ananns nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page1of 7/Crp. 1 m37

Results / Pe3yabTaThl

Specification / Hopma

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie, mIockue
TabneTky ¢ packo, CBETIO-
XKEJITOTO 1IBETa C FPaBUPOBKOM
«I» Ha OXHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyribie, MIOCKHE TabIeTKH ¢ $ackol,
CBETJIO-KENTOro LBeTa C TPaBUPOBKOM
«» Ha OJIHOM CTOPOHE.

2D Test / Iloka3aTenn
No
1 Description / Onncanue
2 Identification / [TopIHHHOCTDH

Ketorolac / Kemoponak

a) Byuv/

V®-cnexTpodoTOMETpHA

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
TIOTJIOIEHMA HCIIBITYEMOrO pacTBopa H
pacTBopa  CTaHjapTHoro  oGpasua
KETOpoJiiaka TpPOMETAMHHA  IOJDKHBI
HAMETh MAKCHMYMBI TIPH OTHOH M TOM Ke
IJIVHE BOJIHBL (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [lpogykr cooTBercTBYyeT TpeboBanuaM H/Q

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMogroroeneHo: Ramakant

;#Lt

Checked by /
[TposepeHno: Pardeep Kumar

g

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoautens

Manoj Kumar M

Al
Reprint Date /

Hara: 13.02.2023

Reprint Date /

Jara: 13.02.2023

Reprint Date /
Jara: 13.02.2023

ico: 8-2-337, Road Nc. 3, ¢

4900 2900, Fau:

www.drredgdys.com

CIN: L85185AP1984PLC004507

. Telanzang, India
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) @ Formuiation Unit-6
Dr.Red dY S ‘.‘ Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND| A

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS 0 e i el

CEPTHO®HUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Ketopon” Dkcnpece (ketoponak) Tabnerk, AMCHCprupyeMble B MOMOCTH pTd, 10 mr
Batch No / : V2300186 Batch Quantity / : 36,00,000 tab /
Cepna Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001644456 Date of Analysis / : 13.02.2023
AuanuTuyeckuii oTder Ne JlaTa ananusza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
HaTa npoH3BOACTBA Tonen oo
Analysis performed according ND / Ananus nposenen no HJI:
JIN1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel or 27.12.2021)

Page2of 7/Crp. 2 u3 7

No

Ne Test / [TokazaTesnb Results / PezyneTarhl 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). / Bpemsa ydepXuUBaHWA
OCHOBHOTO [MHMKa Ha XpOMArorpamme
UCIBITYEMOrO ~ pacTBopa  AOIDKHO
COOTBETCTBOBATh BpPEMEHU
yOEpXKABaHUA OCHOBHOTO IHKa Ha
XpoMaTorpamme pacTBopa
CTaHIapTHOr0 o00paslla KeTopojaka
TpOMeTaMHHa (pa3men
«KONM4eCTBEHHOE ONPEIEIIEHUED).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumesanue: [Ipoaykr coorseTcTsyeT Tpedosanuam HJ| 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ramakant [posepeno: Pardeep Kumar OnoGpeno: Menemkep / PykoBoanTens

6@)@} of/ Mauoj Kumar M

(&=

Reprint Date / Reprint Date / Reprint Date /

Jara: 13.02.2023 Jara: 13.02.2023 Mara: 13.02.2023
istared Office: 8-2-337, Road No. 3, Banjara Rills, Hyderahad - ;
Tai: +81 40 4900 2900, Fax: +91 40 4900 2399,
CIN: L85195AP1GR4PLCO0ASTT

www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

Dr. Reday's Laboratories Ltd,
Forimuiation Unit-5

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

CEPTUPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpecc (keToposiak) TabieTkH, AUCTIEPrHpPyEMble B MOJIOCTH PTa, 10 mr

Batch No / : V2300186 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepnu 36,00,000 Tab
Analytical Report No / : 890001644456 Date of Analysis / 13.02.2023
A”amnTHyeckui oTyeT Ne Jara ananusa

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jarta npou3BoACTEA Toaen no

Analysis performed according ND / Ananus nposenen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page30of7/Crp.3u37
2o

I}g Test / [loxa3aTens Results / Pe3yabTarTh! Specification / Hopma

3 Identification Complies / CooTReTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaMHHOCTE butylhydroxyanisole peaks on the
GYyTH/IrMAPOKCHAHH301 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
OWKOB  2-OyTHITHAPOKCHAHM30JIa U
3-6y THITHIPOKCHAHN301a Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpeMEHaM YIepXKHBaHHA IMKOB
2-6yTWITHAPOKCHAHH30J1a u
-Gy THRrHAPSKCHAITHIO0NA 1o
XpOMATOrPAMME pacTBOpa
CTaHAapTHOTO obpasua
OYTHIrHAPOKCHAHH30)Ia (pazzmen
«Conepxanue

OyTHITHIPOKCHAHU3OTIAN).

4 Average weight / Cpennsis
Macca

68.1 mg/ 68.1 Mr

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

Remarks: The Product conforms to ND/

ITpumeyanne: [Ipoaykr cootBetcTBYeT Tpeboranusam HJJ

Conclusion: APPROVED /
Zaxouenne: OJJOGPEHO

Prepared by /
TToarorosneno: Ramakant

Checked by /
Ipoeepeno: Pardeep Kumar

QL—/:'

Approved by: Manager/Executive /

Onobpeno: MeHemkep / PYKoBORHTENb
Manoj Kumar M

Reprint Date /
Jara: 13.02.2023

Reprint Date /

Reprint Date /
Hara: 13.02.2023

Jara: 13.02.2023

www.drreadys.cor




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

{r. Reddy's Laboratories { tg,
Formulation Unit-2

Viil. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P, 173 205, INDia,
Tel : +91 98166 56001-02
www.drieddys.com

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpogyxr: Ketopon® Dkenpecc (KeToponak) TabneTky, AUcreprupyemble B 1oiocty pra, 10 mr

Batch No / : V2300186 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / + 890001644456 Date of Analysis / 13.02.2023
AnannTHyeckHil oTyer Ne Jlara anaansza

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jarta npou3BoacTBa T'ogen no

Analysis performed according ND / Ananu3s nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Paged4of 7/C1p. 4 u3 7

i‘? Test / IlokasaTens Results / PesynbTaTh! Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTRYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTBL Macchl 2/20 tablets - not more than = 20 % /

18/20 Tabnerok — He Oomee + 10 %
2/20 TabneTok — He 6onee + 20 %
5 Disintegration time / 18 sec /18 cex Not more than 3 min / He 6onee 3 muu
PacmanaemMocTh
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 103 % Not less than 75% (Q) of
. C15sH13NO3°C4H;1NO3 (ketorolac
e e tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 97% 5% (Q)  CisHiNOs*CHINOs
. . (keTopojiaka ~ TpPOMETaMHH) - 4epe3
Unit-4 / Tabn-4 98% 15 MYH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 99%

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

JAuncnepcHocTh 710 um sieve is formed. / O6pazyercs
OJHOPOJHAs CYCHEH3Msd, NPOXOIsIIas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MxM.

Remarks: The Product conforms to ND/

Ipumeyanue: ITpoaykT coorBeTcTBYeT TpeboBaHusaM HJI

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

Checked by /
IMporepeHo: Pardeep Kumar

(Dt

Approved by: Manager/Executive /
Onobpeno: Menemwxep / Pykosomurenb
Manoj Kumar al

.@u&kd}t
Reprint Date /

JaTa: 13.02.2023

Jlar

Reprint Date /
a: 13.02.2023

Reprint Date /
Mara: 13.02.2023

237

i ngana, India




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [ 4,
Formulation Unit-6

Vi, Khol, Nalagarh Read, Baddj,
Distt. Solan, H.P., 173 205, INDi A
Tel : +92 98166 56001-02
www.drreddys.com

CEPTUD®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Ketopon®™ Dkcnpecc (keToponak) TabJIeTKH, AHCHepripyenmbie B nosioctd pra, 10 Mr

Batch No / : V2300186 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6bemM cepun 36,00,000 Tab
Analytical Report No / + 890001644456 Date of Analysis / 13.02.2023
AnanpTHyeckuii oTgeT No Jarta anajmusa

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jara mpou3BoxcTBa Toxen no

Analysis performed according ND / Anann3s nposeaen o H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmeneune Nel ot 27.12.2021)

PageSof 7/ Crp.Smu3 7

8 Related impurities / PoacTBeHHbIe IpUMecH

ketorolac 1-hydroxy analog /
1-ruapokcuasaior

Below LOD (LOD = 0.0010 %) /
Huxe npenena oGHapyxeuus (10 =

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

KeToponaxa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaoT KeTopoaka 0.05%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€MHMYHAL 0.04%
HenaeHTHU(UIHPOBaHHAs
pUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma nmpumeceit

9 Water / Boaa 2.5% Not more than 7.0% w/w /

10

He 6onee 7,0 %

Residual solvents by GC/ OcTaro4Hble opram_l_q_e_cmne- PpacTBOPHTEJH

Isopropyl alcohol /
Hzonponanon

6 pg/tab / 6 MKr B TabNETKE

Not more than 350 pg/tab /
He 6omnee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoayxrt coorBeTcTBYeT Tpeboranmsm HJI

Conclusion: APPROVED /
3axmouenne: OJTIOBPEHO

Prepared by /
ITogrorosneHo: Ramakant &_

@tw g

Checked by /
IIpoBepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /

Onob6peno: Menemxep / PykoBoautens
Manoj Kumar @L‘;‘Z/

Reprint Date /
Jara: 13.02.2023

Reprint Date /

Reprint Date /
Jarta: 13.02.2023

www drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formuiation Unit-G

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

: CEPTHOUKAT AHAJIV3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e
Hpoayxr: Keropon” Skenpece (keToponak) TabaeTku, AMCNEPrHPYEMbIe B NOJIOCTH pTa, 10 Mr
Batch No / : V2300186 Batch Quantity / : 36,00,000 tab /
Cepna Ne O6LeM cepin 36,00,000 Tab
Analytical Report No / : 890001644456 Date of Analysis / 13.02.2023
AHaguTHYecKHi oTueT Ne Jara anajau3a
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
Jarta npounsBoacTBa Togen g0
Analysis performed according ND / Ananns nposeaen no H/(:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 n3 7

11 | Microbial enumeration tests / MukpoGuosorndeckasi yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee uucno He 6onee 1000 KOE/r
a3po6OHbIX MUKPO-
OpTaHHU3MORB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He 6onee 100 KOE/r
YHCJIO JIPONOKEBBIX U
IUIECHEBBLIX [PHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBue B 1 T
12 | Uniformity of desage units / 2.1 Acceptance value (AV) not more than

OnHOpoOAHOCTD 15.0 / llpuemouHoe 3HadeHne (AV) He
J03HPOBaHHS 6onee 15,0.
13 Assay / KonnuecTBeHHOE 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
(99.9%) C1sH13NO3+CsH 1 NOs (ketorolac

ornpeaesieHue

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 Mr C15H13NO3CsH; i NO3
(xetoponaka TpomeramuH) (oT 90,0 no
110,0 % oT 3asBJIEHHOr0 KONUYECTRA) B
TabneTxe

14 | Butylhydroxyanisole
content / CopgepxxaHue
Oy THITHAPOKCHAHK30/12

0.0958 mg/tab /
0.095 8. MT B Ta0JIETKE

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabieTke

Remarks: The Product conforms to ND/

ITpumeuanue: Ilpoaykr cootBercTRyeT TpeboBanuam H/L

Conclusion: APPROVED /
Zaxmiouenne: OJIOBPEHO

Prepared by /
Iloarorornenn: Ramakant

Quis?

Checked by /
IMporepeno: Pardeep Kumar

L

Approved by: Manager/Executive /

Qnobpeno; Menemwxep / PykosoayTens
Manoj Kumar @é

Reprint Date /
Jara: 13.02.2023

Reprint Date /
Hara: 13.02.2023

Reprint Date /
[Jara: 13.02.2023

www. grreddys.com

a4 - 503034, Telangana, India

nalldarraikiys com




Dr. Reddy's Laboratories Ltqd,

S
Dr Redd ’s ‘.. Formulation Unit-6
2 y '. vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDia

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

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

Hponyrt: Ketopon” Dxcnpece (ketoponak) Tabnerky, AUCNEPrupyeMble B MIONOCTH PTd, 10 Mr
Batch No / : V2300186 ; Batch Quantity / . 36,00,000 tab /
Cepun Ne O0beM cepHH, 36,00,000 Tab
Analytical Report No / : 890001644456 Date of Analysis / : 13.02.2023
AnajurH4YecKHi oT4yeT No Hara anajansza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
Jdara npoH3BoacTBa TI'ogen mo

Analysis performed according ND / Ananns nposenen no H/L:

JII1-004929-011119 (amend Nel from 27.12.2021 / nusmenenue Nel ot 27.12.2021)

Page 7 of 7/Crp. Tnz 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. / Ilo 10 Tabmerok B
information leaflet in a carton | Onmcrepe u3 (IIA/AJVIID c
pack. / Tlo 10 Tabnerox B | Bnaromornoturenem/[ISBII) Qonbru //
6rucrepe w3 ([IA/AJVIID ¢ | ((I3/AJ]) donsru. ITo 1 mnn 2 Gmucrepa c
piaronornoturenaem/I13BIT) WHCTPYKLMEH TIO NMPMMEHEHUIO B MAuKy
donsru // (II5/AJ]) doneru. Ilo | kapTOHHYIO.

2 6nucTepa ¢ MHCTPYKUHUEH IO

MPUMEHEHUIO B nauKy
KapTOHHYIO.

16 | Labeling / MapkupoBKa According to ND / B coorBeTcTBrM ¢ H]J

17 | Storage conditions / Below 25 °C. / Ilpu Temmnepatype He Bbiiie 25 °C. -

XpaHeHue

18 | Shelf life / Cpox roagnoctn 2 years / 2 roga

* 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.

* [Ipu BHINMYCKE JIEKAPCTBEHHOI0 NMpenapaTa KOHTPOJIb Ka4ecTBa HO 0Ka3aTe/ o
«MuKpo6uosornyeckas YHCTOTA» MPOBOTHTCH Il KAKIO0H 20-0¥ cepHH, HIIH IS OTHOM CepHH B rof,
B 3ABHCHMOCTH OT TOr0, YTO HACTYNHT PAHBIE. '

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

IIpumeuanue: ITpoayxT coorBercTByeT TpeboBanuaM HJI 3akmouenne: OJJOBPEHO

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

IToarotosneHo: Ram t ]L [Mposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosogureis
et ({/L/ | Manoj Kumar @J

Reprint Date / Reprint Date / Reprint Date /

Hara: 13.02.2023 Jara: 13.02.2023 Jlara: 13.02.2023

=rabad - 200034, Telangans, India
5 it maii@drreddys.com
CIN: LEKLG5AP1984PLCO04507

www.drraddys.com

2-2-337, Road N




