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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) drally Disintegrat-ing Tablets 10 mg
M poaykr: Ketopon" Dkenpece (KeTopoak) TabieTky, AHCIEPrupyemble B 10J10CTH pTa. 10 mr

Batch No / 1 V2201482 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00.000 Tad
Analytical Report No / : 890001604136 Date of Analysis / 28.07.2022
AHaJnTHYECKHH 0TYeT Ne JlaTa apauza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Hdara npousBoacTaa T'ogen oo

Analysis performed according ND / Ananus nposexen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page1 of 7/Crp. 1u37

No - .
No Test / [lokasaTennb Results / PesynbTaThl 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. / Kpyrible, niockue Kpyrasle, mnockue TabneTku ¢ (packoi,
TabneTku ¢ Gackoid, cBETIO- CBETJIO-KETOro 1IBETa € FPaBUPOBKOM
KeJITOro LBETa € TPaBUPOBKON «|» Ha onHOM CTOpOHE.
«» Ha OIHOH CTOPOHE.

2 Identification / [ToanunHoOCTL

Ketorolac / Kemopoaak

a) Byuv/
Yd-cnextpodoToMeTpHa

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpnl
HOTNOUIEHHs MCTIBITYEMOTO pacTBopa U
pactBopa  crTaHmapTtHoro  ofpasia
KETOpOJiaKd TPOMETAMHMHA  JIOJIAKHBI
UMETh MAKCUMYMBbI ITPU ORHOMN U TOMH e
IUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanue: [Tpoaykt coorBeTcTBYET Tpebopannsam HJL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToarorosieHo: quakant

Checked by /
IMpoeepeno: Santosh Kumar

Maurya @Uﬂﬁ

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pyko PANTED
Manoj Kumar }‘b’éﬁﬁ

Reprint Date /
Jara: 28.07.2022

Reprint Date /
Jara: 28.07.2022

Reprint Date /
Hara: 28.07.2022
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIII3A

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

IIpoaykr: Ketopos® 31\cnpecc (keToposak) TadIeTKI. AHCICPTUPYEMbIC B MOI0CTH pT'l 10 mr

Batch No / : V2201482 Batch Quantity / : 36,00,000 tab/

Cepus Ne O6beM cepuu 36,00,000 Tab

Analytical Report No / : 890001604136 Date of Analysis / 28.07.2022

AHauTHYecKHH oTueT Ne JlaTa ananausa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024

JNaTa npou3BoaAcTBA Topen no

Analysis performed according ND / Anasnn3 nposeaen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)
Page2 of 7/ Crp. 2 u3 7

NN:) Test / [TokasaTeb Results / PesyabTathl Specification / Hopma

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  ynepXuUBaHHA
OCHOBHOTO [IMKa Ha XpoMarorpaMMe

b) By HPLC/B2XX Complies / CooTBETCTBYET

UCTILITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATb BpeMeHU
VIEpXKUBAHUA OCHOBHOIO IIMKAa Ha
XpoMmatorpamme pacTBopa
CcTaHgapTHoro obpasia KeTopoJaka
TpoMeTaMMHa (pa3men

«KONUYeCTBEHHOE ONIPEIENEHHER).

Conclusion : APPROVED /
3axmrouenue: OJIOBPEHO

Remarks : The Product conforms to ND/
TITpumeuanue: IIpoaykr cootBeTcTBYeT Tpebopanusam HJ

FEpSOTo0 OTICe 5-2-337, Road NO. 3, Banjard s, nyaerans

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

IToprorosnedo: Ramakant ITposepeHo: ntosh Kumar OnobpeHo: Menemkep / PYKOBOOHTENb
%‘\@/ Maurya | gA\lUL Manoj Kumar F \M——'

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.07.2022 Jara: 28.07.2022 Jara: 28.07.2022

ad - oUUU34, Telangana, mola

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




@
Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon" Dkenpece (keToponak) TabaeTkH. ANCNeprupyemeie B N0Ja0cTy pra, 10 mr

Batch No / 1 V2201482 Batch Quantity / : 36,00,000 tab /
Cepust Ne Obbem cepun 36.00.000 Ta6
Analytical Report No / : 890001604136 Date of Analysis / 28.07.2022
AHaJuTnyeckHnii oryer Ne Jdara ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024

JaTa npousBoacTBa T'ogen no

Analysis performed according ND / Ananus nposexen no HI:

JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel oT 27.12.2021) ]

Page3of 7/Crp.3u3z 7

1;.? Test / INokazatenn Results / PesyabtaThi Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuuHoCTL butylhydroxyanisole peaks on the
OYTHATMAPOKCHAHN3O0I 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). / Bpemeda ynepxuBaHuUs
NMKOB  2-OyTHICMAPOKCHaHu3oNa U
3-0yTUNrMAPOKCHAHU30NA Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa HOJKHBI COOTBETCTBOBATH
BpeMeHaM yIAEpKUBaHUs TTHKOB
2-0yTUNrUAPOKCHAHN301a u
3-6yTHATUAPOKCUAHNU301a Ha
XpoMaTorpamMme pactBopa
CTaHJAPTHOTO obpasua
O6yTHIITHAPOKCHAHM30Ia (pazmen
«CogaepxaHue

OYTUATHAPOKCHAHM30MAY).

4 Average weight / Cpeansis
macca

69.3 mg/ 69.3 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Or 67,2 Mr no 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks : The Product conforms to ND/
[Tpumeuanne: [TpoayKT cooTBeTCTBYET TpeGoatusm HJ

Conclusion : APPROVED /
3akaoyenne: OJIOGPEHO

Prepared by /
Ioaroroeneno: Ramakant

ik

Checked by /

IIposepeno: Sagtosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoroamrens

Manoj Kumar fii

ol =

W e e Lo

Reprint Date /
Hara: 28.07.2022

Maurya
Reprint Date /
Hata: 28.07.2022

Reprint Date /
Mara: 28.07.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T
Mpoayxr: Keropon" Skenpece (KeToponak) TabNeTKH, HCneprupyempie B MOM0CTH pra, 10 mr

Batch No / 1 V2201482 Batch Quantity / 1 36,00,000 tab /
Cepusn No O06bem cepun 36,00,000 Tab
Analytical Report No / : 890001604136 Date of Analysis / 28.07.2022
AHanuTHYeckHit oTyeT Ne Hata ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024

JaTa npoussoacrea T'ogen no

Analysis performed according ND / Ananus nposenex mo HJI:

|JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nol ot 27.12.2021)

Page4of 7/ Crp.4u3 7

i: Test / ITokazatens Results / PesyabTaThl Specification / Hopma ]
f Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OnHoponHoCTE Macenl 2/20 tablets - not more than + 20 % /
18/20 Tabretox — He 6Gonee =+ 10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 19 sec/ 19 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctn
6 Dissolution / PacTropenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
X C|5H|3NO3°C4H1 1INO; (ketorolac
- _ 1)
Unit-2 / Tab11-2 98% tromethamine) in 15 min / He Menece
Unit-3 / Ta6n-3 95% 75%  (Q)  CisHisNO3*C4H | NO;
) (ketoponaka  TpoMeTaMMH)  uepes
Unit-4 / Taba-4 101%
15 MuH
Unit-5 / Ta6bn-5 95%
Unit-6 / Taba-6 98%

7 Fineness of Dispersion/
JAucnepcuocrn

Complies / CooTBeTcTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
OJHOPOIHAs CYCIHEH3HsA, MPOXOALIAs
CKBO3b CHTO C pa3MepOM OTBEpCTHil
710 MkM.

Remarks : The Product conforms to ND/
[pumeyanne: [poaykT cooteeTcTBYET Tpedoranusm HJI

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Hara: 28.07.2022

Hara; 28.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Ramakant IIposepeno: Santosh Kumar OnobpeHo: Menemxep / PykoBoaurens
F ] = . - A
g Maurya M) Manoj Kumar sl o
o~ }Q.Z“ftr:a Loth
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telaneana, o
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.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally D_isintegrating Tablets 10 mg
Hpoaykr: Ketopon” Dkenpecce (keToponak) TabaeTky, Jcneprupyembie B noaocTH pra, 10 mr

Batch No / 1 V2201482 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001604136 Date of Analysis / 28.07.2022
AnanuTudeckHi oryer Ne Harta ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jarta nponseoacrea T'onen no

Analysis performed according ND / Ananus nposesen no HJI:

JIIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof7/Crp.5u3 7

8 Related impurities / PoacTeennbie npumecu
ketorolac 1-hydroxy analog / Below Limit Of Detection Not more than 0.5 % / He Gonee 0,5 %
I-ruapokcHananor (LOD:0.0010%)
KeTopoJaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KkeToaHaJIor KeToponaka 0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6osiee 0,5 %
eIMHNYHas 0.04%
HeuaeHTUhUIMpOBaHHAs
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6oaee 1,0 %
Cymma npumeceii

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

He 6onee 7,0 %

10

Residual solvents by GC/ OcraTouHble OpraHnyeckne pacTBOPHTEIH

Isopropyl alcohol /
H3onponanon

2 yg/tab / 2 Mkr B Tabnetke

Not more than 350 pg/tab /
He 6osee 350 Mxr B TabnieTke

Remarks : The Product conforms to ND/

[Tpumeuanue: IMpoaykr cootsercTayeT TpeGopanmsam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOSPEHO

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

[Moaroroeneno: Ramakant IIporepeHo: @tosh Kumar OpnobpeHno: Mewneoxep / Pykoppaurens
( @ Maurya ””_’ULL’_(;; Manoj Kumar \‘nﬁ _éi

Reprint Date / Reprint Date / Reprint Date /

Mara: 28.07.2022 Hara: 28.07.2022 Jlata: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 4n 49NN 29NN, Fax- +91 4N 49NN 2999, Fmail: mailpdrreddys rom

CIN: L85195AP1984PLC004507

www.drreddys.com
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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
www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa" Dkenpece (ketoponak) Tabnerku, AMcneprupyembie B MoJocTv pra, 10 mr

Batch No / : V2201482 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001604136 Date of Analysis / ¢ 28.07.2022
AHajguTHYeCcKMi oT4yeT Ne Hara anannsza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jara npounseoacrea TI'onen no

Analysis performed according ND / Anannz npogenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 u3 7

11 | Microbial enumeration tests / Mukpo6uoJoruueckas uueroTa*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obiuee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKpPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obuee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO APOMNOKEBBIX 1
NJIECHEBHIX IPUGOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTerByeT OtcyrctBUe B 1 T
12 Uniformity of dosage units / 6.4 Acceptance value (AV) not more than
OaHopoaHocTb 15.0 / TlpuemouHoe 3HaueHue (AV) He
JO3HPOBAHUS 6onee 15,0.
13 | Assay/KoaudecTBeHHOE 9.8 mg/9.8 mr From 90mg to 11.0mg  of
onpeaeaeHue (98.2 %) CisHi3sNO3°C4H; 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr no
1 1,0 Mr C15H13NO3'C4H11NO3
(xetoponaka Tpomeramun) (oT 90,0 no
110,0 % OT 3asABNEHHOrO KOJIMYECTBA) B
Tabnetke
14 | Butylhydroxyanisole 0.0992 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xkanue 0.0992 mr B Tabnerke He meHee 0,042 Mr B Tabnerke
6yTHNITrHAPOKCHAHHN30.12

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpopykT cooteercrayer TpeGosauusm HJI 3akawyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Ramakant Iposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBogutens

l@“‘"ﬁ! i Maurya M Manoj Kumar (

3~ )__] Y ‘__(_ft__._.-—'

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.07.2022 Hara: 28.07.2022 Hara: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
1&l: +91 4U 4900 290U, Fax: +91 40 4900 2Y9Y, tmail: mall@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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

.drreddys.com
CERTIFICATE OF ANALYSI§ ‘WWW-drreddy

CEPTHO®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Dﬁltegrating Tablets 10 mg
poayxr: Keropon™ Ixkenpece (Ketoponak) TabneTky, AUCTIEPrHPYEMbIC B MON0OCTH pra, 10 mMr

Batch No / : V2201482 Batch Quantity / : 36,00,000 tab /
Cepust No O6bem cepun 36.00,000 Ta6 |
Analytical Report No / : 890001604136 Date of Analysis / : 28.07.2022
AHaJMTHYecKHi#t oTyer No Hdara ananuza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
HaTa npounssoacrea I'ogen no
Analysis performed according ND / Ananus nposenen no HA:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nl ot 27.12.2021) N
Page7of 7/Crp. 7Tu3 7
15 | Package/ Ynakopka 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. / ITo 10 Tta6netok B
information leaflet in a carton Onucrepe u3 (ITA/AJUTID c
pack. / ITo 10 Tabnerox B Braronornoturenem/II9BIT)  dombru //
binctepe w3 (TTA/AJUTID ¢ (TT2/ATT) donsru. Mo 1 win 2 Onuctepa ¢
Braronornorurenem/II3BIT) UHCTPYKUHEN MO NPUMEHEHHIO B nayKy
(oasri // (ID/AT) ponsra. To KapTOHHY1O.

2 Gnuctepa ¢ uHCTpykumeil 1o
NPUMEHEHUIO B navyky
KapTOHHYIO.

16 | Labeling / Mapkuposka

According to ND / B cooTBeTCTBHH © HI

17 Storage conditions /
XpaHenue

Below 25 °C. / Ilpu TeMHAepaType He Bbiliie 25 °C,

18 Shelf life / Cpox rognoctn

2 years /2 rona

* At product release the quality control as per the Parameter « Microbial enumeration testsy is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* Ilpu BbINMycKe JieKapCTBEHHOTO lipenapaTra KOHTPOJIb KAYeCTBA 0 NOKA3ATENI0
«Muxpobuonorudeckas YHeToTAY HposoauTest AN Kaxmnoi 20-o0ii cepuu, nan ans O/IHOM CepHH B roj,
B 3ABHCHMOCTH OT TOr0, YTO HACTYIHT PaHblIe.

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

[pumeuanne: Mpoaykr COOTBETCTBYET TpeGoBanusam HJJ 3akmwouenne: OQJIOBPEHO

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

IMoarororneno: Ramakant Ipoeepeno: Santosh Kumar Onobpeno: Mene,umep / PykoroauTens
ot Maurya (@QP Manoj Kumar : '

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.07.2022 Jara: 28.07.2022 Hara: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 4U 4900 290U, Fax: +91 40 4900 2988, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




