Dr.Reddy’s €3¢

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

CEPTH®IKAT AHATH3A

www.drreddys.com

[i’i’odnct: Ketorol Expreés (ketorolac) Orally Disintegrating Tablets 10 mg )

Ipoayxr: Keropon” Jxenpece (keTopomax) 1a0neTKit, AHCNIEPrupyeMble B NOSOCTH pra, 10 Mr

{Batch No / 1 V2301421 Batch Quantity / : 3600000 tab /

Cepus Ne Obnem cepun 3600000 tab ]
Analytical Report No / : 890001677622 Date of Analysis / : 30.07.2023
AnajuTHyecKni oruet Ne Hara anannza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

JlaTa npoH3BOACTRA Topen no

Analysis performed according ND / Anasins nposenes no HJL:

JII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenerue Ne2 ot 11.11.2022)

of 8/Crp.1m38

% Page 1
I 1}? Test / IloxasaTens Results / PesyneTars Specification / Hopma

1 Description / Onucanue

- Light yellow round flat beveled

tablets with "|" debossed on one
side. / Kpyriele, IUOCKHE
TabneTkn ¢ (ackoH, cpeTyo-
JEJITOr0 LBeTAa C IpaBHPOBKOH
«l» Ha oxHoH cTOpOHe.

Light yellow round flat beveled tablets
with “|" debossed on one side. /
Kpyrsle, mrockue TabaeTkd ¢ packoii,
CBETIIO-XKENTOr0 LIBETA C IPaBHPOBKOH
«l» Ha oEHOM CTOpOHE.

2 Identification / TToATHHHOCTD

Keiorolac / Kemoponak

a) ByUv/
VY @P-cnextpodoTOMETPHA

Complies / CooTBETCTBYET

UV spectra of the test solution and |
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTps
[NOTIOIMEHKA HCITLITYEMOTO pacT8opa ¥
pacTBopa  cranpaptHoro  ofipasua
KETOpONaKa TPOMETAMMHA  JOJDKHBI
HMETh MAKCHMYMBL ITPH 0JHOH M TOH xe
IHHE BOJHE! (£ 2 HM).

Conclusion: APPROVED /

Remarks: The Product conforms to ND/ i

Tpumesanwue: IIpoaykr coorsercrryet TpeConatian HI

3axmouenne: OJOBPEHO

Hara: 30.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMogrorosincHo: Pardecp Iporepeno: Himesh Kumar | Ono6petio: Menemkep / Pykosomiiie!h
Kumar o —J » | Manoj Kumar ) [ n

i
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.07.2023

Hata: 30.07.2023

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: L85 195AP1984PLCO04507

www.direddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +51 98166 56001-02

CEPTUOHKAT AHAJM3A

Batch No/

| Cepus Ne

Analytical Report No /
|AHaauTHYecKHiA oTyeT Ne
Date of Manufacture /
Hara npoussoacrea

(Product: Ketorol Express (ketorolac) Orally Disintegra-tiﬁg Tablets 10 mg
Hpogykr: Keropon™ Oxenpece (ketoponak) TableTky, AHCTIEpripyemsie B ONOCTH pra, 10 Mr

www.drreddys.com

1 V2301421 Batch Quantity / : 3600000 tab /
o L O6sem ceprH 3600000 1ab
: 890001677622 Date of Analysis/ : 30.07.2023
o Jdara anannsa
: Jul.2023 Date of Expiry / + Jun.2025
Topen go

Analysis performed aEcording ND / Ananus npoeegen mo HJI: '
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

SR

Page20f8/Crp.2u3 8

No

Test / TloxazaTenn
Ne

Results / Pesynerars

Specification / Hopma

") By HPLC/ BOXKX

§

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 yuepxHBaHHg
OCHOBHOTO MHMKd Ha XpOMaTorpaMme |
HCILITYEMOTO  pacTBOpa  HOJDKHO
COOTBETCTBOBATH BPEMEHH
YIEPXKHBAHHA OCHOBHOTO MHMKA Ha
XpOMATOrpaMme pacTBoOpa
cTaHpapTHOoro ofpasua KeropoJiaka
TPOMETaMHHa (pazzmen
«KonyecTBeHHOE ONpefeneHues).

Remarks: The Product conforms to ND/
ITpumeuanue: [poxvkr coorsercTayer Tpebosanmam HJI

Conclusion: APPROVED /
3arnwuenue: OJOBPEHO

‘ Prepared by /-
NogrorosnexHo: Pardeep
Kumar {

. g

Checked by /
[posepeno: Himesh Kumar

[

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Manoj Kumar \

Reprint Date /

Reprint Date /
Hata: 30.07.2023

Reprint Date /
JHara: 30.07.2023

Jara: 30.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2989, Ernail: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘j‘:'.

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

CEPTHOHUKAT AHAJTHA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dxcnpece (keToponak) TabneTky, AUCHIEprupyeMbie B roaocty pra, 10 mr

|

27.12.2021, nsmenenne No2 or 11.11.2022)

s Test / MoxaszaTens

Results / PeayneraTs!

4 T_Awrag'e weight /4 Cﬁpeﬁﬂszﬂ-
macca

Ne

3 | Identification Complies / CooTBeTcTBYST
Butylhydroxyanisole /
HopaunnocTe
Gy THIT A POKCHAHMZOJT

69.4 mg/ 69.4 mr

-

Batch No / : V2301421 IBatch Quantity / : 3600000 tab /

Cepus Ne o B |O6bem cepun 3600000 Tab ..r
Analytical Report No / : 890001677622 Date of Analysis / : 30.07.2023
AHaNHTHYECKHH 0THeT No _ JaTa apanusa

Date of Manufacture / : Jul.2023 Date of Expiry / ¢ Jun.2025

Jara npousBoncrea Tepen o

Analysis performed according ND / Auanuz nposenen mo H/T:

JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

Page3 of 8/Crp. 3 u3 8

Specification / Hopma
The retention times of  2-
butylhydroxyanisole and 3-
butythydroxyanisole peaks on the
chromatogram of the test solution

should correspond by the retention times |

to  2-butylhydroxyanisole and  3- E
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisocle
standard solution
("Butylhydroxyanisole content"
| section). / DBpeMeHa ymepxuBaHHA
OMKOB  2-OyTHATHApOKCHAHM30NA |
3-6yTHATHIPOKCHAHH30IA Ha
XpOMarorpaMme HCTIBITYEMOTO
pacTeopa JO/KHLI  COOTBETCTBOBATH
BpEMEHAM  YINEDKHMBAHHA  ITHKOB
2-OyTHATHAPOKCHAHM30/A H
3-6YTHITHAPOKCHAHU30IA Ha
XpOMATorpaMme pacTBopa
CTAaHJapTHOTO obpazua
OyTHATrHAPOKCHAHH30MA (pasnen |
«Copepxaunne
OYTHATHAPOKCHAHU30MaY).

. i |
67.2 mg to 72.8 mg (70.0 mg £4.0 %)./ |

Or 67,2 mrno 72,8 Mr (70,0 Mr£4,0 %). '

Remarks: The Product conforms
Tpumenanue: Tlponykt cootserctsyet Tpebosanusam HIL

to ND/
Zaxn

Conclusion: APPROVED /

wyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Pardeep Iposepeno: Himesh Kumar | Onobpeno: Menemiep / Pykosoautens
Kumar £ . Manoj Kumar
 E - - SHE. | i
Repnnt Date / Reprint Date / Reprint Date /
| Hara: 30.07.2023 Hara: 30.07.2023 Hara: 30.07.2023 -

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: LB5195AP1984PLC0O0O4507
www.drreddys.com



Dr.Reddy’s Q‘;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +81 98166 56001-02

CEPTHOUKAT AHAJIHA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Sxcnpece (keroponak) TabIeTk, AHCHEprupyeMule B nojoeTi pra. 10 mr

Batch No / 1 V2301421 Batch Quantity / : 3600000 tab/

Cepuz Ne o O6bem cepHH 3600000 Tab _
Analytical Report No / : 890001677622 Date of Analysis / : 30.07.2023 ]
| AnanaTHYecKui oT4er Ne ‘ ~ Jdara ananuza .

'Date of Manufacture / : Jul.2023 Date of Expiry/ : Jun.2025
| Hara npousBoucrea T'onen po

' Analysis performed according ND / Ananus npase)g;éﬂ o HI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3amenenme Nel or
27,12.2021, n3menenne Ne2 ot 11.11.2022)

|

. Paged of 8/ C1p. 4 mu3 8

NN? Test / Tloxazarens Results / Pezynsratst Specification / Hopma
Unif;;rmity of \';'eight/ | Complies / CooTBETCTBYET i 18/20 tablets - not more than £ 10 %
OaHOpONHOCTE MACCH! 2/20 tablets - not more than + 20 % /

f 18/20 Tabnerox — He Gomee + 10%
1 2/20 Tabnerox — ne Bonee + 20 %
|
5 Disintegration time / | 00 min 22 sec / 00 MuH 22 cex Not more than 3 min / He 6oiee 3 Mus
Pacnapaemocrs !
6 | Dissolution/PacTsopesne | Unit-1/ Tabn-1 100% | Not less than 75% (Q) of
. CisHisNO3+CsH1NOs (ketorolac
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He menee |
{ Unit-3 / Tabn-3 99% 75% Q CisHi3NQ3+C4H; 1INOs
| . . (keToposlaxa  TPOMETaMMH)  uepes
Unit-4 / Tabn-4 101% 15 mun
Unit-5 / Tabxn-5 101%
Unit-6 / Tabn-6 98% J

T Fineness of Dispersion/ Coﬁpﬁ%/ CooTBETCTBYET A uniform suspéﬁsion passing through a

JAucrepcHoOCTD 710 pm sieve is formed. / O6pazyetcs
OfHOPOAHAA CYCTIEH3MA, NpPOXOISLIas
CKBO3b CHTO C pa3MEpOM OTBEpCTHI
710 mrm.
A i
Remarks: The Product conforms to ND/ Conclusion: APPROVED / ‘
Ipumeyanue: Hpoayxt cootserctByeT 1pebosanuam HJT 3arnwgenne: OJOLTEIO .

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrotorneno: Pardeep [porepeno: Himesh Kumar | Ogobpeno: Megemxep / Pyiono uirens
| Kumar wif - 15, - ~v | Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.07.2023 | Mara: 30.07.2023 Hara: 30.07.2023 B I

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tek +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO045
www.drreddys.com
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Dr.Reddy’s Q,‘:‘.

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

CEPTHOUKAT AHAJTHA3A

www.drreddys.com

Product: Ketorol Express (ketorolaaj Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropon® Sxcnpecc (ketoponak) TabaeTkH, AHCIeprUpyeMsie B I010CTH pra, 10 Mr

Batch No / : V2301421 Batch Quantity / : 3600000 tab/
Cepusn Ne _ O6bem cepHE 3600000 tab6
Analytical Report No / : 890001677622 Date of Analysis / : 30.07.2023

| ApandTHYecKHi oTver Ne Hara amanusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

Jlara IpoH3BOACTBA Topeu po

1-rugpoKCHaHanor
KeTopoJiaka

€IWHHYHas

TIPHMECH

ketorolac l—hydroxy_é_n_eﬂag /

ketorolac 1-keto analog/
1-KeToaHaIor KETOPONaKa

Any unidentified impurity / N

HeHNeHTHOHIHpOBaHHAS

8 Related i'nipurities / PopcTeenHbIe npﬁmem

Xn;iysfs performed according ND / Ananmus nposegen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, msmenenne No2 or 11.11.2022)

0.02 %

0.05 %

Total irnpuri}_ies /
| Cymma npumecei

0.1%

9 Water / Bopa

23%

Not detected / He oGnapyxena

PageSof8/Crp.5n3 8

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

Not more than 0.8 % / He Gonee 0,8 %

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

Not more than 1.0 % / He 6osiee 1,0 %

“Not more than 7.0% wiw /
He 6onee 7,0 %

10 | Residual solvents by GC/ Ocrarounbie oprar_mqecraie pPacTBOPHTEH

Isopropyl alcohol /
HzonponaHon

4 pgitab/
4 MKr B Tabimetke

Not more than 350 pg/tab /
He 6onee 350 mxr B TalneTke

Remarks: The Product conforms to ND/
[pumeyanue: [popykT cootBeTcTByeT TpeboBatuam HI

. Conclusion: APPREVED /

3akmouenne: OTIOBPEHO

Hara: 30.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: Pardeep [Mposepero: Himesh Kumar | Onobpeno: Menemkep / PykoBonutent
Kumar J o . | Manoj Kumar

= e ST T i
Reprint Date / Reprint Date / Reﬁrint Date /

Hara: 30.07.2(}2%“ §

Jata: 30.07@02‘3

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507

www.drreddys.com

)



@
Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P,, 173 205, IND|A

CERTIFICATE OF ANATLYSIS  Tel:491 98166 56001-02
CEPTHOHKAT AHAJI3A www.drreddys.com

"Product: Ketorol Express (kétorolac) érally Disintegrating Tablets 10 mg
HpoayxT: Ketopon™ Dxcnpecc (keToponak) TabIeTKH, QHCHEprMpyeMble B MONOCTH pTa, 10 Mr

Batch No/ : V2301421 Batch Quantity / : 3600000 tab/
Cepus Ne _ N L ___|Ofbem cepan 3600000 Tab
Analytical Report No / : 890001677622 Date of Analysis / : 30.07.2023
ApanuTHyeckHid oTyer Ne ___|Aara apanusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Jara npoussogcTsa Topen no

Analysis performed according ND / Anasas nposened o HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, uamenenne No2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpobuosornueckas 4ucToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Counl/ Q0wee yucto He 6onee 1000 KOL/r
a3po0HBIX MEKPO-
OpTaHH3MOB
{b) Total Combined Yeast NA ~ 7 "Not more than 100 CFU/g /
and moulds count / Obuee He 6onee 100 KOE/r
YHCII0 APONCKEBBIX H
IUIECHEBBIX TPHOOB
| c) Escherichia Coli - NA Shell be absent in 1 gram /
Orcyrcteue s 1 1
12 Unifarfrﬁti’ oleosage units/ | 2.7 ' Acceptance value (AV) not more than
OaHOPOMHOCTL 15.0 / TlpuemouHoe 3HaueHHe (AV) He
HO3HPOBAHUSA fonee 15,0.
13 | Assay/KoauuecTBenuoe 9. 7mg /9.7 Mr From 90mg to 11.0mg of
onpepeneHne (97.1 %) CisHi3NO3*C4H 1 NO3 (ketorolac
| tromethamine) (from 90.0 to 110.0 % of '
the label claim) per a tablet / Ot 9,0 Mr
hifs} 11,0 Mr  CysHpsNO3«CyqH 1 NOs
I (xeToponaka TpomeTtaMuH) (ot 90,0 no [
110,0 % oT 3asBIEHHOrO KONHYECTBR) B |
Tabnetke
14 | Butylhydroxyanisole 0.0939 mg/tab / | Not less than 0.042 mg/tab/
. content / Conepmxanue 0.0939 mr B TabneTke He menee 0,042 Mr B TabneTke

? ﬁwunrunpoxcnauusona

|

Remarks: The Product conforms to ND/ | Conclusion: APPROVED / |
 [pumeuanue: IIponykT cootercTByeT TpeboBanuam HJT 3akmouenne: ONOBPEHO ]
Prepared by / Checked by / Approved by: Manager/Executive /
[onroroeneso: Pardeep Mposepeno: Himesh Kumar | Onobpeno: Menemwkep / Pykosoante s
Kumar ‘ P ~. | —2 | Manoj Kumar b
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.07.2023 Mara: 30.07.2023 | Hara: 30.07.2023 |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85185AP1984PLCOD4507

www.drreddys.com



Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOPUKAT AHAJITIA

www.drreddys.com

Product: Ketorol Express (ketorofac) Orally Disintegrating Tablets 10 mg
TlpomyxT: Ketopon “Ikenipecc (keToponak) Tab/IeTKI, JHCTICpIHpYEMbIc B HONOCTH pra, 10 mr

Batch No / 1 V2301421 Batch Quantity / : 3600000 tab/

Cepus Ne O6bemcepun 3600000 Taf
Analytical Report No / : 890001677622 Date of Analysis / : 30.07.2023 o
Anaaurmyeckuii oraer Ne JlaTa anann3a S

Date of Manufacture / : Jul.2023 Date of Expiry / ¢ Jun.2025

Jata IpoM3BOACTEA iI“o,zxeu o

Analysis performed according ND / Ananu3 nposexen mo HL:
JITE-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ m3menenne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page7of 8/Crp. 7u3 8

I_IS Package / YnaxoBxa

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 Tabnetox B
Bnuerepe  wz  ([TA/AJUTID ¢
snaromornotarenem/IIOBIT)}

! domern // (IT3/ATT) doneru. Ilo

2 Gnucrepa ¢ HHCTpYKuHeH no
MpHMEHEHHIO 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, / llo 10
tabnerok B Gnucrepe w3 (MA/ANTIS ¢
sraronornoTHTenem/IISBIT) donsru //
(T13/AJ1) donsrn. Ilo 1 unu 2 6nxctepa
€ HHCTPYKUMEH [0 NPUMEHEHHIO B
MayKy KapTOHHYIO.

-

’ 16 | Labeling / MapkupoBka

According to ND / B cootsercTuu ¢ HJI N

17 Storag_e conditions /
XpaHeHHe

Below 25 °C. / TIpua Temneparype Re Boime 25 °C,

18 | Shelflife / Cpox FONHOCTH

[ 2 years /2 rona

* 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 BRINYCKE JIEKAPCTBEHHOI0 NPENapaTa KOHTPOIb KavecTsa No nokasarent «Muxpodnosorudeckas
GUCTOTA» MPOBOANTCH IS KaXnoi 20-off cepuy, nitv JA 0NHOH cepuH B 1O/, 8 3aBUCHMOCTH OT TOIO, YTO

HACTYIHT pPaHbIUe.

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

Ipumeuanue: IIpoaykT coorsetcrsyet Tpebosannam HIL | Saxmouenne: OJOBPEHQO

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

[loaroroeneno: Pardeep TTposepeno: Himesh Kumar | OnoBpeno: Menefvxep / Pykosoaniens

Kumar ({/ —1 Manoj Kumar Y

R X iy

Reprint Date / Reprint Date / Reprint Date / T

| JlaTa: 30.07.2023 Hara: 30.07.2023 Jara: 30.07.2023

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: L85155AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
! ". Formulation Unit-6
Dr‘ Reddy S g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOIHKAT AHAJIHIA www.drreddys.com

e,

Product: Ketorol Express (ketorolac) Orally Disir@ating Tablets 10 mg o |
Ipoaykt: Ketopon renpece (keroponar) TadicTki. _mcne;u HPYeMBbIE B TIOJIOCTH p‘ra 10 mr

Batch No / : V2301421 " TBatch Quantity / : 3600000 tab/

Cepua Ne . ____106nem cepuu 3600000 ta6 |
Analytical Report No v : 890001677622 Date of Analysis /: 30.07.2023 E
AnanuTHueckui oryer Ne i Jara ananmza I
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

JlaTa ApOH3BOXCTEA Tonen no

Ahalysis performed according ND / AHanus nposenen mwo HII:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel ot

127.12.2021, mamenenue Ne2 ot 11.11.2022)

PageSofSlC__p 8mu38

"API name / Hanmenosanue A®C: ‘Ketorolac tromethamine / Ketoponaka
. TROMCTAMUH — ]
INN/MHH: ) L Ketorolac / Keroponak |
API manufacturer batch number /
' Homep cepun npowssoqureis AQPC: _ ABQI002106
FP Manufacture}: API Batch number / FEQA00276
| Homep cepun cyGeranuun nporssoautens [JIQ: . _
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
[Mpoussonuteas ADC, c1pana: | J-p Pepnu'c JlaGopatopue JIra, Hrus
Remarks: The Product conforms to ND/ Conclusion: APPROVED / T
Ipumeuanue: [Ipanyir cooTsercTByeT TpeboBanuam HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / :
TMogrotosneno: Pardeep Mpaoeepero; Himesh Kumar | Onobpero: Meue,u,}xep/ ?}murso,.um s
Kumar g ‘ - e . Manoj Kumar e ),
Reprint Date / Reprint Date / ' Reprint Date / i
Hara: 30.07.2023 | Hata: 30.07.2023 Jara: 30.07.2023 §
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