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

CEPTHO®UKAT AHAJIA3A

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg " -0 cody=-Com
IMpoaykt: Ketopon® Dkcnpecc (keToposiak) TabneTky, AWCneprupyemMble B NoaocTH pra, 10 mr
Batch No / : V2102154 Batch Quantity / : 252.000 KG
Cepus Ne O0nem cepun

Analytical Report No / : 890001564071 Date of Analysis / : 30.12.2021
AHanuTHyecKH# oTueT Ne JlaTa amanusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npouzsogcTBa Tonen mo

Analysis performed according ND / Anasaus nposeaen mo HJ/L: JI11-004929-011119

Page1 of 6/ Crp. 113 6

I}g Test / [Tokazarenan Results / PesynbTaTh! Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrasbie, Iockue
TabneTku ¢ packoii, CBETIO-
KEJITOrO LiBeTa ¢ IPaBUPOBKOi
«l» Ha oIHOM CTOpOHE.

with "|" debossed on one side. /
Kpyrasie, nnockue Tabnerku ¢ ackoi,
CBET/I0-)KENTOro LBeTa C IpaBUPOBKOM
«l» Ha onHOI cTOpOHe.

2 Identification / [ogHHHOCTL

Ketorolac / Kemoponax

a) Byuv/
Y®-cnexTpodoTomeTpiis

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2nm). / Y®-cnextpr
TIOTTIOLIEHMS HCTBITYEMOTO pacTBOpa H
pacTBopa  CTaHHapTHOro  obpasua
KeToponaka TpOMETaMuHa JOJKHBI
HUMETh MaKCUMYMbI IPY OJHOM U TOM xKe
IUIHHE BONHBI (+ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IponykT cooteercTByeT TpeGoBanuam HJI 3aknouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iogroroeneno: 4 Ilpogepeto: Onobpeno: Menemxep / Pyxkosoaurens
Pardeep Kumar | Himeshi{gggr_l‘,,-_-—;\l Pawan Kumar X_}/
Print Date / Print Date / Print Date / ‘
Jara: 30.12.2021 Hara: 30.12.2021 Jara: 30.12.2021

Reglnal il Uincar g-2-337, Road wa, 3, Banjars ANIG, Fyacrabad - SOuusd, ielanpgona, inaia

Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT 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
IMpogyxr: Ketopon™ Okcnpecc (keToposiak) TabieTky, AUCIIEPrUPYEMbIE B 0J0CTH pTa, 10 Mr

Batch No / : V2102154 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepuu

Analytical Report No / : 890001564071 Date of Analysis / ¢ 30.12.2021
AHanuTuyeckuii oryer No Hata ananu3a .

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara mpoun3sBoicTBa T'ogen mo

Analysis performed according ND / Ananus nporeaen mo H/I: JII1-004929-011119

Page2 of 6/ Cip. 2 M3 6

No

o Test / Iloka3zaTenn

Results / PesyabTaThbl

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). / BpeMms ymepXuBaHus
OCHOBHOTO IMKa Ha XpOMAaTorpamMe
HCOBITYEMOrO  PacTBOpa  JOQJDKHO
COOTBETCTBOBATh BPEMEHH
YOEPXHBAHMA OCHOBHOTO @MKa Ha
XpoMaTorpamme pactBopa
CTaHAApPTHOTO KeTopoJaka
TPOMETaMHHa (paszen
«KonnyecTBEHHOE ONpeEeHHED).

obpazua

Remarks : The Product conforms to ND/

[Ipumeyanue: ITIpoaykT cootBeTcTBYeET TpeboBaHUaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioprorosneno: i ITpoeepeno: | Onobpeno: Menemxep / Pyxoromurens
Pardeep Kumar | H1meshchiui1_1’_a1"”‘, 1 Pawan Kumar /\,w

Print Date / Print Date / Print Date / '

Hata: 30.12.2021 Hata: 30.12.2021 Hara: 30.12.2021

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
_Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507

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

CEPTUOHUKAT AHAJM3A ;491 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg WWW.drreddys.com
IMpoaykt: Ketopon™ 3kcnpecc (keToposak) TabieTku, AUCHeprupyemble B 0J0CTH pTa, 10 Mr
Batch No / : V2102154 Batch Quantity / : 252.000 KG
Cepust Ne O6bem cepum
Analytical Report No / : 890001564071 Date of Analysis / : 30.12.2021
AHamnTHYecKHH oTueT Ne JlaTa aHaam3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Hara npoussBoacrsa Tonen no
Analysis performed according ND / Ananu3s nposegen mo HJI: JII1-004929-011119

Page3 of 6/ Ctp.3u3 6

No

Test / Ioka3zaTennb
Ne

Results / Pe3yabTaThi

Specification / Hopma

3 Identification
Butylhydroxyanisole /
MoannHHOCTL

Oy THIITMIPOKCHAHU30

Complies / CooTBeTcTBYET

The  retention  times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 yAepXHBaHHA
NHKOB  2-0yTHATHMIPOKCHAHM30JIA H
3-6yTIIrHApOKCHaHH301a Ha
XpoMaTorpaMme HCIILITYEMOTO
pacTBopa [OJKHBI COOTBETCTBOBAaThb
BpeMeHaM yIOepKUBaHUA IUKOB
2-6yTHArMAPOKCHAHU301a H
3-6yTUIrHAPOKCHAHH30/1a Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOTO o6pasia
Oy TIITHIPOKCHaHH301a (paznen
«CopepxaHue

6yTUNTUAPOKCHAHK301an).

Average weight / Cpeausis
maccea

71.0 mg/ 71.0 Mr

67.2 mgto 72.8 mg (70.0 mg + 4.0 %). /
Ot167,2 mMr no 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OaHopoaHoCTh Macehl

Complies / CooTBeTCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than £+ 20 % /
18/20 Tabnetox — He Gonee +10%
2/20 Tabnetox — He Gosee £+ 20 %

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykr coorBeTcTBYeT TpeGoBauusm HJT

Conclusion : APPROVED /
3aknrouenne: ONNOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionroroenexo: i IposepeHo: Ono6peHo: Menemxep / PykoBogurens
Pardeep Kumar “—+——— Himesh CKLUJJALS __——= | Pawan Kumar )

< _ . S
Print Date / - Print Date / Print Date / ‘
Hara: 30.12.2021 Hata: 30.12.2021 Hara: 30.12.2021

Registered Ofiice: 3-2-337, Roadd No. 3, Banjara Hifls, Hydarahiacd - 00024, Telangana, India
" Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIM: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Do
Dr. Reddy,s ".0 Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

T Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHATU3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Www.drreddys.com
IIpoxykt: Ketopon" Skcnpece (keToposak) Tab/ieTkH, AHCNEprupyeMble B N0A0CTH pTa, 10 Mr
Batch No / : V2102154 Batch Quantity / : 252.000 KG
Cepusn Ne Oonem cepuu

Analytical Report No / : 890001564071 Date of Analysis / : 30.12.2021
AnanuTH4yeckuii oTyeT Ne JlaTta anasnusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npouzBoacTea T'onen mo

Analysis performed according ND / Ananaus nponeen mo HJI: JIT1-004929-011119

Paged of 6/ Crp. 4 u3 6

I}‘: Test / [TokasaTenn Results / PesynbraThi Specification / Hopma
5 Disintegration time / 00 min 27 sec / 00 muu 27 cex Not more than 3 min / He Gonee 3 muH
Pacnapaemoctsn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
i Cy5H13NO3°C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 105 % tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 103% | 75% (Q  CisHisNO3*C4H,NOs
. " (xeTopoylaka  TpPOMETaMHMH)  4Yepes3
Unit-4 / Ta6bn-4 104% 15 stmm
Unit-5 / Ta6n-5 100%
Unit-6 / Ta6n-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocThb 710 pm sieve is formed. / O6pazyercs

ONHOpOIHas CYCIIEH3Hs, MPOXOAALIas
CKBO3b CHTO C pa3MepoOM OTBEpCTHii

710 mMxMm.
8 Related impurities / PoncTBeHHbie mpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-runpoxcuaHaior
KETOpoJ1aKa
0.03%
ketorolac 1-keto analog/ Not more than 0.5 % / He 6oxee 0,5 %
1-keToananor keToposiaka
Any unidentified impurity / 05 Not more than 0.5 % / He Gonee 0,5 %
eMHUYHAas
HeUJeHTU(HIMPOBaHHAs
IPUMEChH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: Iponykr cootBeTcTBYET TpeboBanuam HJJ 3axiouenne: O JOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: TIposepeno: | Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar . 5 Himesh Kumar, ‘/__,,/ Pawan Kumar A/
Print Date / Print Date / Print Date / ‘
Hata: 30.12.2021 Hara: 30.12.2021 Jlata: 30.12.2021

Registered Office: 3-2-337, 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,

CEPTUOUKAT 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: Keropon™ 3kcnpece (keToponak) TabneTky, AHCTEprupyeMble B NoaocTH pra, 10 mr
Batch No / 1 V2102154 Batch Quantity / : 252.000 KG
Cepus Ne Ob6bem cepun

Analytical Report No / : 890001564071 Date of Analysis / : 30.12.2021
AHanuTHYeCKH# oTueT No JlaTa amanusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npon3BoacTBa I'ogen mo

Analysis performed according ND / Ananauz nposeaen mo HJI: JII1-004929-011119

Jata: 30.12.2021

Hara: 30.12.2021

PageS5of 6/ Crp.5u3 6
i.‘: Test / [loka3atenn Results / Pe3yabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumeceii
9 Water / Boga 2.2% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4Hble OPraHMYecKHC pacTBOPUTEIH
Isopropyl alcohol / 2 nug/Tab Not more than 350 pg/tab /
H3onponanon ' He 6onee 350 mxr B TabneTke
11 Microbial enumeration tests / Muxpo6GHoioruyeckas 4ucToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61ee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX MUKDO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6iee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO IPOXOKEBEIX H
IUIECHEBBIX IpHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OT1cyTcTBYET OtcyrctBHe B 1 1
12 | Uniformity of desage units / 6.7 Acceptance value (AV) not more than
OpHopoAHOCTD 15.0 / ITpuemouHoe 3HauyeHue (AV) He
J03MPOBAHUS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanuam HJI 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hogroroeseno: f IIpoBepeHo: | | Onobpeno: Menemxep / Pykosopurens
Pardeep Kumar .| Himesh Kumar \_//" “Pawan Kumar Qﬂ/
k,_'—.’-’:,-‘.-:' . -
Print Date / Print Date / Print Date /

Hara: 30.12.2021

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.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS

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

CEPTHOHUKAT 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
Tipoayxt: Keropon® Skcnpecc (keTopoliak) TableTku, AUCIeprupyeMble B NOJIOCTH pTa, 10 Mr
Batch No / : V2102154 Batch Quantity / 1 252.000 KG
Cepus Ne Oobbem cepun

Analytical Report No / : 890001564071 Date of Analysis / : 30.12.2021
AHanHTHYeCKHH oTueT Ne Jlara ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npousBoacTea I'onen no

Analysis performed according ND / Ananus nposegen mo HJI: JII1-004929-011119

Page 6 of 6/ CTp. 6 3 6

l;.g Test / Iloxa3zaTteib Results / PesynbraThbi Specification / Hopma
13 | Assay/KonuuecTBennoe 10.2 mg/10.2 Mr From 90mg to 11.0mg of
omnpenesieHue (101.6 %) Ci5H;3NO3°C4H(1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0mr  C;sHisNO3;°CsH 1 NO;
(xeroponaxa TpoMetamuH) (ot 90,0 mo
110,0 % oT 3asBNEHHOTO KOJIMYECTBA) B
Tabnerke :
14 | Butylhydroxyanisole 0.0991 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0991 mr B TabneTtke He menee 0,042 Mr B TabneTke
Oy THATHAPOKCHAHM301A
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil / (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnetok B 6nuctepe u3 (IMA/AJI/IID ¢
pack. / Tlo 10 Tabnerox B | Baaronornotutenem/IIIBII) donsru /
Omucrepe w3 (TA/AJVIID ¢ | (TI3/AJI) donbru. Io 1 wnu 2 Gnucrepa
Biaronoraorutenem/IIOBIT) C HMHCTPYKUHMEH [0 NpUMEHEHMIO B
donbru // (TI3/AJT) ponera. Ilo | mauky kapTOHHYIO.
2 6nucTepa ¢ MHCTpYKUMeEH IO
NpHMEHEHUIO B MayKy
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B cooteetctBun ¢ HJJ
17 | Storage conditions / Below 25 °C. / Ilpu TeMniepatype He Briie 25 °C.
Xpanenue
18 | Shelf life / Cpok rognocTn 2 years /2 roma

Remarks : The Product conforms to ND/
llpumeuanue: IIpoaykr cootBeTcTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
3akmiouenue: ONNOBPEHO

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

IoaroToBneHo: , ITporepeHo: ] Ono6peno: Menemxep / PykoBonurens
f . R S,

Pardeep Kumar sl s Hlmesg/mfgﬁg// ‘ Pawan Kumar

Print Date / Print Date / Print Date /

JHara: 30.12.2021 Hara: 30.12.2021 Jara: 30.12.2021

Registered Office: 3-2-337, 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



