So
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponykT: Keropon” Drenpece (ketoposiak) TabieTku, Ancneprapyemble B noaocTH pra, 10 Mr

Batch No / : V2201659 Batch Quantity / : 36,00,000 tab /
Cepns Ne O061em cepun 36,00,000 Tad
Analytical Report No / : 890001609009 Date of Analysis / 22.08.2022
AHaguTHYecKHii oTyeT No Harta ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jdata npon3BoacTea TI'onen mo

Analysis performed according ND / Ananns nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page1of 7/Crp. 1u3 7

No " .
Ne Test / [lokazarenn Results / Pesyabrarel 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. / Kpyrnele, ninockune Kpyrasie, miockue Tabnetku ¢ dackoi,
TabeTKH ¢ (ackol, cBeTo- CBETJIO-JKENTOro HBETA C IPaBUPOBKOH
XKENTOro LBETA C MPaBHPOBKO «l» Ha oZHO}i cTOpOHE.
«l» Ha oaHoOI1 cTOpOHE.

2 Identification / ITopnuuuocts

Ketorolac / Kemoponax

ay ByUv/
V®-cnextpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cektpsl
HOINIOLIEHHS UCHbITYEMOTO pacTBopa U
pacTBopa  CTaHAAapTHOrO  ofpasua
KETOpoNlaka TPOMETaMMHA  JOJDKHBI
MMETb MAKCUMYMBI TP OHOM U TOM e
JJIMHE BOJHLI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeuanue: [Ipoaykr cootBeTcTByeT TpedoBannam HJJ

Conclusion : APPROVED /
3axmoyenne: OJJOEPEHO

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

IToarorosneno: Ramakant ITpoeepenp: Himesh Kumar Onobpeno: Menemwxkep / Pykosoaunrens
@L L\ U C_S,,—’ o \/_ » | Manoj Kumar , 9 ’E&f p

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.08.2022 Jara: 22.08.2022 Hara: 22.08.2022

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 Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon” Dkrenpecc (KeTopoak) TabJICTRH, UCIIEPTHPYEMBIE B MOJ0OCTH pTa, 10 Mr

Batch No / : V2201659 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001609009 Date of Analysis / 22.08.2022
AnannTn4yecknii oryer No Jara ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTra npou3BoacTBa I'omen no

Analysis performed according ND / Ananns nposeaen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page2 of 7/ Crp. 2 u3 7

No

Test / IMokazatennb
No

Results / PesynbraTsl

Specification / Hopma

b) By HPLC / B2XKX

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 ynepxuBaHus
OCHOBHOTO THKa Ha Xpomarorpamme

HCHBITYEMOr0  pacTBopa  JOJIKHO
COOTBETCTBOBATh BPEMEHH
YAEPXUBAaHHA OCHOBHOIO NHKa Ha
XpoMaTorpamme pacTeopa
CTaHJapTHOTO oOpa3ua KeTopoJiaka
TPOMETaMUHA (paznmen

«KonuuecTBeHHOE onpeneneHuey).

Remarks : The Product conforms to ND/
IIpumeuanue: TIpoaykT cootBeTcTBYeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Hara: 22.08.2022

Hara: 22.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Ramakant ITporepeno: Himesh Kumar Onobpeno: Menemxep / PyKOB?ﬂl 1Tenhb

%\L@ . == Manoj Kumar - ) j}ﬁi:f‘
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.08.2022

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: L85195AP1984PLCO04507

www.drreddys.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, INDI|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

Product : Kctorol Express (ketorolac) Orally Disintegratine Tablets 10 mg
y £ g £
Hpoayxr: Ketopon” Dkenpece (keToponak) TabneTiu, AHCTIEPTHPYEMBbIE B 1TOJI0CTH pra, 10 mMr

Batch No / : V2201659 Batch Quantity / : 36,00,000 tab /
Cepusn Ne Obbem cepun 36,00,000 Tad
Analytical Report No / : 890001609009 Date of Analysis / ¢ 22.08.2022
AHannTuuecKHii oTuer No Jara anannza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul2024
Jdara npounzsoacrea I'onen no

Analysis performed according ND / Anaaus nposexen no HJI:
JIH-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Page3of 7/ Crp. 3 u3 7

l;,f Test / [Nokazaresn Results / Pesyabrarhi Specification / Hopma

3 Identification Complies / CooTsercTByeT The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
NopnunuocTs butylhydroxyanisole peaks on the

OyTHATrHAPOKCUAHU30

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 yaepxuBaHRS
OHKOB  2-OyTHArMApPOKCHAHU30Na I

3-0yTHATHAPOKCHAH 30N Ha
XpomarorpamMme HCTIBITYEMOTO
pacTBOpa MOJKHbI  COOTBETCTBOBATH
BpPEMEHaM YIAEPAKHBAHUSA MHKOB
2-OyTHATHAPOKCHAHH301A "
3-0yTHATHIPOKCHAHI30)1a Ha
Xpomarorpamme pacTeopa
CTaHAApPTHOTO odpasua
OyTWITHAPOKCHAHH30NA (paznen

«Copnepxatue
OyTHIITHAPOKCHAHU3O0MA»).

4 Average weight / Cpeausis
Macca

694 mg/ 69.4 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
O167,2Mr 10 72,8 Mr (70,0 Mr£ 4,0 %).

Remarks : The Product conforms to ND/

Hpumeuanue: [Npoaykt coorserctByeT TpeGosannam HJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonutens

IMoaroTtosneno: Ramakant ITpoeeperio: Himesh Kumar
m T \ :—\! Manoj Kumar w(’()‘

Reprint Date /
Jlara: 2208 2022

Reprint Date /

Jara; 22.02.2022

Reprint Date /
Jata: 22.08.2022

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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' L/ ® Formulation Unit-

Dr' Reddy S -. Vill. Khol, Nalagarh Road, Badgj,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

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

Mpoaykt: Keropoa™ Dkenpece (keToposiak) TadieTkH, AMCneprupyemsie B nonocti pra, 10 mMr
Batch No / 1 V2201659 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Obbem cepun 36,00,000 Tab
Analytical Report No / : 890001609009 Date of Analysis / 1 22.08.2022
AHaJuTHYeCKHIi oTueT Ne Jdara anasuza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTa npou3BoacTBa Togen no

Analysis performed according ND / Ananu3s nposenen nmo HJI:

JIII-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)

Paged of 7/ Ctp. 4 u3 7

NNg Test / IlokazaTensb Results / PesynabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OnHopoaHoCTL Macchl 2/20 tablets - not more than = 20 % /

18/20 rtabnerok — ne Gonee + 10 %
2/20 tadbneTok — He Gosee £ 20 %
5 Disintegration time / 21 sec/21 cex Not more than 3 min / He GoJjiee 3 mun
Pacnapaemoctnb
6 Dissolution / PacTeopenne Unit-1/ Tadn-1 95% Not less than 75% (Q) of
. ~ CisHisNO3°C4H|INO; (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He mence
Unit-3 / Ta6n-3 99% 75%  (Q)  CisHisNO3*C4Hi1NOs
. (keToponaka  TpOMETaMHH)  4Yepes
Unit-4 / Tadn-4 101% 15 Mun
Unit-5 / Tada-5 100%
Unit-6 / Tabn-6 99%

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

HucnepcHocTh 710 um sieve is formed. / O6pa3zyercs
OJIHOPOJHAs CYCNEH3Hs, NPOXOIstiuas
CKBO3b CHTO C pa3sMepoM OTBEPCTHii
710 MEM.

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

llpumeyanue: [lpoaykr coorserctByet Tpebopannam HJJ 3akmouenue: OJOBPEHO

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

IMoaroroeneno; ama‘(am [Ipoeepeno: Himesh Kumar OnobpeHo: Menemwxep / PykosoauTenn

LU s ~__—» | Manoj Kumar 1
i N h” ol
Reprint Date / Reprint Date / Reprint Date /
Hara; 22.08.2027. JTara- 22 NR 2027 Hara: 22.08.2022

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 Laboratories Ltd.
Forimulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soiain, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Drenpece (KeToponak) TabueTkH, AMCnepriupyemsie B nonocti pra, 10 mr

Batch No / 1 V2201659 Batch Quantity / : 36.00,000 tab /
Cepust Ne O6Bem cepin 36,00,000 Tad
Analytical Report No / : 890001609009 Date of Analysis / 22.08.2022
AHaJIUTHYECKHIT oTyeT Ne Jlata ananusa

Date of Manufacture / 1 Aug.2022 Date of Expiry / Jul.2024
Jara npousBojacTBa TI'ogen no

Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page Sof 7/Crp. Sn3 7

8 Related impurities / Poacreennnsie npumecn
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuaHanor
KETOpoJaKa
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6osnee 0,5 %
1-KkeToaHaor KeTopoaaxa
Any unidentified impurity / 0.05% Not more than 0.5 % / He 6o1ee 0,5 %
eAMHUYHAas
HelaeHTHOUIIPOBAHHAS
npHMECh
Total impurities / 0.1% Not more than 1.0 % / He 6osiee 1,0 %
CyMma npumeceit
9 Water / Boaa 3.0% Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTounble opraHuyeckue pacTBOPHTEH

Isopropyl alcohol /
HsonponaHon

6 pug/tab / 6 Mxr B TabieTke

Not more than 350 pg/tab /
He Gonee 350 mkr B Tadnetke

Remarks : The Product conforms to ND/
[lpumedanne: [poaykr coorercTByeT TpeGoannam HJT

Conclusion : APPROVED /
3aknawuenne: OJIOBPEHO

Hara: 22.08.2022

Hara: 22.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotosneHo: Ramakant Ipoeepeno: Himesh Kumar Opnobpeno: Menemxep / PykoBoauresn
M C/l_’k/\ Manoj Kumar a
/ 2 . MLLL“ o
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.08.2022

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 [.td.
/ ‘.. Formulation Unit-6
Dr‘ Reddy s '. Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  WWw.drreddys.com

CEPTHOHKAT AHAJIM3A

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

Hpoayxr: Ketopon™ Skenpecce (ketoponak) tabinetiki, AUCTICPIUPYEMbIE B NONIOCTH pTa, 10 Mr
Batch No / : V2201659 Batch Quantity / ¢ 36,00,000 tab /
Cepus No O0bem cepun 36.00,000 Tab
Analytical Report No / : 890001609009 Date of Analysis / : 22.08.2022
AHajduTHYECKHIT oTueT Ne Jara ananuza

Date of Manufacture / 1 Aug.2022 Date of Expiry / : Jul.2024
Hdara npoussoacrea T'onen o

Analysis performed according ND / Ananus nposeaex mo HJI:

JI1-004929-011119 (amend Nel from 27.12.2021 / msmenenue Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3z 7

[ 11 Microbial enumeration tests / MukpoGuosioruueckas 9ncrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6wee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOXIKEBBIX H

IINECCHEBBIX TPHOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyrcTBYET OrcyrctBie B 1 1
12 Uniformity of dosage units / 3.4 Acceptance value (AV) not more than
OaHopoanocts 15.0 / Tlpuemounoe 3HaueHue (AV) He
NO3UpPOBAHHA Gonee 15.0.
13 Assay / KosinuecTBeHHoe 9.7mg/9.7 mr From 90mg to 11.0 mg of
onpeaeneHue (97.5%) CisHi3NO3C4H (1 NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the labe] claim) per a tablet / Ot 9,0 mr mo
11,0 mr CisHi3NO;3C4H | 1NO3
(keToponaka tpometamun) (ot 90,0 m0
110,0 % ot sasBieHHoro komuyecTsa) B

TabeTke
14 Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab /

content / Cogepxkanune 0.0969 Mr B Tabnerke He menee 0,042 mr B Tabnerke

OyTHArHApPOKCHAHHM30/12
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipnumeuanue: [Mpoaykr cooTsercTByeT TpeboBanusm HJT 3akarwuenue: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroenexo: Ramakant [Tpoeepenp: Himesh Kumar Onobpeno: Meuemxkep / Pykosoauteis

4 9= ey : Manoj Kumar
. . Vgt~

Reprint Date / Reprint Date / Reprint Date /
Jara: 22082022 Hara: 22.08.2022 Hara: 22.08.2022

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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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd},
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayrt: Ketopon” Dkenpece (ketoponak) tabneTkn, gucneprupyemoie B 0ogocth pra, 10 mr

Jara npousBoacTBa

Batch No / : V2201659 Batch Quantity / : 36,00,000 tab /
Cepus Ne OobBem cepun 36.,00,000 tad
Analytical Report No / : 890001609009 Date of Analysis / 22.08.2022
AHaauTnyecknid oTuer No JlaTta ananuza

Date of Manufacture / 1 Aug.2022 Date of Expiry / Jul.2024

TI'open no

Analysis performed according

ND / Ananns nposenen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page 7of 7/ Crp. Tuz 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. / [To 10 tatneTok B
information leaflet in a carton | Gmicrepe 13 (ITA/AJUTID c
pack. / Tlo 10 tabnerox B | Bnaronornorntenem/I12BIT) donbru //
omucrepe w3 (ITA/AJI/ITD ¢ | (T1D/AJ]) donbru. [To 1 wmn 2 6aucTepa ¢
sraronoriaorurenem/I[13BIT) WHCTPYKLHENH 1O TPHMEHEHHUIO B [aYKy
donern // (IID/AJ]) donbru. Mo | kapToHHYIO.

2 OnucTepa ¢ MHCTpYKUHEH no
NPHMEHEHHIO B naury
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cootsetcteiin ¢ HJT
17 | Storage conditions / Below 25 °C. / [1pu temneparype He soiie 25 °C.,
XpaHeHne
18 Shelf life / Cpox roanocru 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.

* Ilpu BbIyCKe JIEKAPCTBEHHOIO PenapaTa KOHTPO.Ib KAYeCTBA M0 NOKA3ATEI0
«MHKpoOHOTOrHYECKAS YHCTOTAY NPOBOAUTCH A8 Kauaoii 20-0ii cepuu, muiH Qs 0xHOI cepHn B roj,

B 3aBHCHMOCTH OT TOI'0, UYTO H

ACTYIIUT paHbUIeE.

ITpumeuanue: [lpoaykT cooTreT

Remarks : The Product conforms to ND/

cTByeTt TpeboBanusam HJJ

Conclusion : APPROVED /
3akawuenue: OJOGPEHO

Prepared by /
INoarotoeneno: Rami\ﬂm

Checked by /
ITpoeepeno: Himesh Kumar

[N

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykosoanTenb

Manoj Kumar N/
D (el

-
Reprint Date /

Hara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

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: L85195AP1984PLCO04507

www.drreddys.com




