Dr. Reddy's Laboratories Ltd.

Be
k) & @ Formulation Unit-6
Dr.Red dy S ‘." CERTIFICATE OF ANALYSIS  Vill. khol, Nalagarh Road, Baddi,

CEPTH®UKAT AHAJIN3A Distt. Sofan, H.P,, 173 205, INDIA
Tol+01-0816656001-02—

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \;vwvv.drreddvs.COIﬂ
Mpoaykr: Keropon” Drenpecc (KeTOpOIaK) TabNeTKH, AHCTEprupyemble B nonoctu pra, 10 mr
Batch No/ 1 V2101938 Batch Quantity / : 252.000 KG
Cepusa Ne Qo0Bem cepuu

Analytical Report No / : 040001468259-1 Date of Analysis / : 24.11.2021
AHanuTHYECKHH oTueT Ne 890001556370 JlaTa anaamsa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jara npou3BOACTBA T'open o

Analysis performed according ND / Anajns nposeieH no HJI: JIT1-004929-011119

Page10of 6/ Crp. 1 1u3 6

1}2 Test / llokasaTeJb Results / Pe3ynbTarhl 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. / Kpyrable, ni1ockue Kpyrusie, miockue Tabnetku ¢ gpackoii,
TabneTku ¢ packoii, CBETIO- CBETIIO-KENTOro IBETa C IPaBUPOBKOH
KEJITOTO LIBETA C TPAaBUPOBKOH «l» Ha OJIHOM CTOPOHE.
«l» Ha OHOH CTOpPOHE.
2 Identification / IToaimuHOCTD )
Ketorolac / Kemoponak
a) Byuv/ Complies / COOTBETCTBYET UV spectra of the test solution and
V@-cniextpodoToMeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
TIOTJIOMIEHHA MCIBLITYEMOr0o pacTBopa M
pacTBOpa  CTaHJapTHOro  obpasua
KeTopoiaka TPOMETaMHMHA  JOJKHBI
HMETh MAKCUMYMBI TIPM OJIHOM M TOM xe
IUTHHE BOJHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [IpOAYKT COOTBETCTBYET TPeGOBAHHAM HI Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: IIpoBepeHo: Ono6peno: MeHemxkep / ?yKOBOHHTﬂﬂb
Ankit /‘z\ Himesh Kumar ! - | ,Pavan Kumar Sharma 7 ==
Print Date / Print Date / Print Date /
Hata: 24.11.2021 Hara: 24.11.2021 Jlara: 24.11.2021

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: L85195AP1984PLC0OC4507
www.drreddys.com



‘. ® Dr. Reddy's Laboratories Ltd.
L/ °® Formulation Unit-6
Dr' Reddy S e CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUOHUKAT AHAJIM3A Distt. Solan, H.P,, 173 205, IND!A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg wwwa:r;éé;sgodr: S
Mpoayrr: Keropon® Dxcnpece (keToposak) TabneTkn, AUCTepripyeMbie B onocTyk pra, 10 Mr
Batch No / : V2101938 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepuH
Analytical Report No / : 040001468259-1 Date of Analysis / : 24.11.2021
AnanuTauecknii oTyer Ne 890001556370 JlaTta ananunsa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jara npou3BOACTBa T'onen no
Analysis performed according ND / Anaau3 mposejet 1o HJI: JII1-004929-011119

Page 2 of 6/ Crp. 2 m3 6

No

No Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma

b) By HPLC/B32XX 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  ylepxuBaHusd
OCHOBHOTO IIMKa Ha Xpomarorpamme
HCIBITYEMOrO  pacTBoOpa  [OJDKHO
COOTBETCTBOBATh BpPEMEHH
yOEpXKUBaHHA OCHOBHOTO IHKa Ha
XpOMaTorpaMme pacTBopa
cTaBJapTHOro o6pasla KeTopoiaka
TpOMeTaMHHa (pazzmen
«KoNU4eCTREHHOE ONPEIENEHHEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeyanne: [TpoaykT cootseTcTBYeT Tpebosanusm HJL Zaxmoyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosseHo: IIpoBepeHo: Ono6peHo: MeHemxkep / El?ykoaonm'enh

Ankit [(X/ Himesh KM: Pavan Kumar Sharma ,l’,/,_//f

Print Date / Print Date / Print Date /
Jara: 24.11.2021 Iarta: 24.11.2021 Jlara: 24.11.2021

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
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Dr. Reddy's Laboratories Ltd.

Qe
/ o Formulation Unit-6
Dr.Reddy's ‘.‘ CERTIFICATE OF ANALYSIS il hol, Nalagarh Road, Baddi,
CEPTUOUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '~ +Zl 5;;% oUeREe
[ Ipoxyxt: Ketopon" Dkcnpecc (keToponak) TabieTku, Aucneprupyembie B HVX)WC\%TII:Ir%TaYSI PMr
Batch No / : V2101938 Batch Quantity / : 252.000 KG
Cepnn Ne O6Bem cepun

Analytical Report No / : 040001468259-1 Date of Analysis / 1 24.11.2021
AHanuTHYeCcKHH 0TyeT No 890001556370 Jlara ananusa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Jara npou3BoAcTBa TI'ogen no

Analysis performed according ND / Anann3z nposexen no HJI: JIT1-004929-011119

Page3 of 6 / Ctp.3m3 6

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole . and 3-
IoanuHHOCTH butylhydroxyanisole pedaks on the
OYTHIATHAPOKCHAHHM30JT chromatogram. of the test solution
should correspornd by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram -of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpemeHa ynepXuBaHKA
NUKOB  2-GyTHArMIOpOKCHaHi30ma U
3-6yTUNTUIPOKCHAHM30TIa Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEPKHUBAHUS TTHKOB
2-6yTHIrHIPOKCHAHHZO0NA 7
3-6yTHUNTHIPOKCHAHH30MA Ha
XpoMarorpaMme pacTBopa
CTaHJAPTHOTO obpasua
OyTHIrMIPOKCHaHU301a (paznen
«CopnepxaHue

Gy THITHIPOKCHAHU30JIa»).

Test / [lokazaTenn Results / PesyabTaTs! Specification / Hopma

4 Average weight / Cpeausis 69.7 mg / 69.7 mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr mo 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHopoaHoCTL Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnetok -~ He Gonmee +10%
2/20 Tabnetok — He bonee + 20 %

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

Ilpumeyanue: ITponykT cooTBeTcTBYeT Tpeboranusm HJJ Zakmwuenne: OJJOBPEHO

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

IloarorosneHo: IIpoBepeHo: Onobpeno: Menemxep / Pykoroguresb

Ankit [ﬂ Himesh KM Pavan Kumar Sharma __L’,.,.\_ ——
l'/r/

-

P

Print Date / Print Date / Print Date /
Jara: 24.11.2021 Jara: 24.11.2021 Hara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.

@
L/ °o@ Formulation Unit-6
Dr.Reddy’s ‘.’ CERTIFICATE OF ANALYSIS v\ khol, Nalagarh Road, Baddi,
CEPTUOUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 'ﬂ" : 'ji 52306 Doé;m_w
Ipoayxr: Keropon' Drenpece (ketoponak) TadNeTKH, AHCNEPrHPYSMbIe B n‘("{n“’d‘{%ﬁr&ayﬁﬁ
Batch No / : V2101938 Batch Quantity / : 252.000 KG
Cepusi Ne O0nem cepun
Analytical Report No / : 040001468259-1 Date of Analysis / 1 24.11.2021
AnaauTHYecKH oTuer Ne 890001556370 Jlara ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Mara npouzBoacTBa T'ogen no
Analysis performed according ND / Ananus nposegen no HJI: JITT-004929-011119
Page4of 6 /Crp. 4 u3 6
i.oo Test / [IokazaTennb Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 21 sec / 00 MuH 21 cek Not more than 3 min / He 6onee 3 muin
Pacnagaemoctnb
6 Dissolution / PacTeopenue Unit-1/ Ta6n-1 107 % Not less than 75% (Q) of
R Ci15sH13NO3C4H 1NO3 (ketOI‘OlaC
Unit-2 / Tabn-2 L5 % tromethamine) in 15 min / He menee
Unit-3 / Ta6bn-3 105% 75%  (Q)  CisHisNO3*C4H 1NOs
) (xeToponaka  TpoMeTamHH)  4epe3
Unit-4 / Tabn-4 101 % 1S ST
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 104 %
7] Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HMucnepcHocrs 710 pm sieve is formed. / O6pa3zyercs
OIHOpOIHAsA CYCHEH3Ms, NPOXOMSLIas
CKBO3b CHTO C Da3MEpoM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHbie npuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-rugpoKcAaHAIOT
KeTOpoJaKa
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6oee 0,5 %
1-KeToaHanor KeTopoaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
e MMHUYHASL
HEUJIEHTH(QUIIUPOBAHHAS
PUMECE
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykt cooTreTcTBYET TpeboBanmsaM HJT 3axnouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoeepeno: Onobpeno: Menemkep / RykoBoauTenb
Ankit . If\ 3 Himesh IM&S———’T’? Pavan Kumar Sharma - ;!/u’;_’
Print Date / Print Date / Print Date / 1
Hara: 24.11.2021 Hara: 24.11.2021 Jara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

CEPTU®UKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '© - 2+ 76109 J0UUL0e
Ipoaykr: Ketopon®™ Dkcnpecc (keToposiak) TabaeTKH, IMCIIEPrUPYEMBIE B n\g}’]"(‘)"g%;r%‘%gﬁ Mr
Batch No / : V2101938 Batch Quantity / : 252.000 KG
Cepusn Ne O6Bem cepun

Analytical Report No / : 040001468259-1 Date of Analysis / : 24.11.2021
AnagurTHuecKni oryer No 890001556370 JlaTa ananusza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Hdara mpouzsoacrea T'omen no

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

PageSof 6 / C1p. Suz 6

if Test / [Tokazatenn Results / Pe3yjibTaThl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Boaa 21 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcTaTouHble opraHHYecKue pacTBOPUTEH
Isopropyl alcohol / 2 ng/Tab Not more than 350 pg/tab /
Hzonponaxon He 6onee 350 Mkr B TabneTke:
11 Microbial enumeration tests / Mukpo6uoJioruueckasi Y4ucToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61uee yuco Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61iee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIO JPONOIKEBBIX U
TUIECHEBBIX IPHOOB
c¢) Escherichia Coli Absent / Shell be absent in' 1 gram /
OTcyTcTBYET OtcyrctBue B 1 T
12 Uniformity of dosage units / 51 Acceptance value (AV) not more than
OnnopoaHoCTH 15.0 / IlpnemouHoe 3Ha4yeHue (AV) He
O3MPOBAHMSA 6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: IlponykT coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

IToaroroenexo:_ IIpoBepeHo:

Ankit / A Himesh W
|

Approved by: Manager/Executive /
Ono6pero: Menemkep / Pykosoauteins

” Pavan Kumar Sharma %

Print Date /
Hara: 24.11.2021

Print Date /
Jara: 24.11.2021

Print Date /

Hara: 24.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4990 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTHDHKAT AHAJIM3A

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

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

Tel: 91 98166 50001=02 —‘
www.drreddy Qm

Ipoayxr: Keropon" Dxenpece (ketoposiak) TabneTk, AHCTIEPrUpYEMbIE B HOJI0CTH pTa 4

Batch No / : V2101938 Batch Quantity / i 252.000 KG
|Cepust Ne O6Bem cepun

Analytical Report No / : 040001468259-1 Date of Analysis / : 24.11.2021
AHanaTHYecKHI oT4eT No 890001556370 Hara ananmuza

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
Mara nponssoxcTea TI'ogen no

Analysis performed according ND / Ananns nposenen mo HJI: JII1-004929-011119

Page 6 of 6 / Ctp. 6 u3 6

1;.00 Test / [TokazaTenn Results / Pe3yabTaThl Specification / Hopma
13 Assay / Konnuecrepennoe 99 mg/9.9 mr From 90mg to 11.0mg of
onpeenenne (98.9 %) CisH13NO3+C4H; ] NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
bi() 11,0 mr  C;sHi3sNQ;+CsH [ NO;
(xeToponaxa Tpomeramun) (oT 90,0 no
110,0 % ot 3asBIEHHOTO KONMYECTRA) B
TabyieTke

14 | Butylhydroxyanisole
content / Copep:xanue
GyTunruppokcuannsona

0.0990 mg/tab /
0.0990 mr B TabneTke

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

15 | Package/ YnakoBka

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 Tabnerok B
Gmucrepe w3 (TTA/AJI/MND ¢
Biaronornorurenaem/II3BIT)

¢oneru // (IT3/AJ1) donsru. Tlo

. 2 6nucTepa ¢ MHCTPYKIMEH 1o

NIPUMEHCHHUIO B mavyky

KapTOHHY10.

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. / Ilo 10
Tabnetok B Gimctepe w3 (ITA/AJI/TID ¢
Braronornotutenem/TI9BII) doneru /
(IT3/AJT) doneru. ITo 1 vnm 2 61uctepa
C MHCTPYKUMEH [O NpUMEHEHUIO B
Na4yKy KapTOHHYIO.

16 | Labeling / Mapxuposka

According to ND / B cooTsetcTuu ¢ HJJ

17 | Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temniepatype He Bbluie 25 °C.

18 | Shelf life / Cpok rogHocTu

2 years /2 roga

Remarks : The Product conforms to ND/
[pumeuanne: IpoxykT cootseTcTRyeT Tpebosanvam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ilposepeno: Opnobpeno: MeHe)l)Kep / Pykosoanrens
Ankit -~ Himesh W Pavan Kumar Sharma | M >
Print Date / Print Date / Print Date /

Jara: 24.11.2021 Hara: 24.11.2021 Hara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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