DnRéddy’s ‘f:‘

Product: Ketorol EXpress (ketorolac) Oraliy Dlsmtefrratmo Tablets 10 mﬂ ‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND{A
Tel : +#91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

HOponykr: Ketopon™ Okenpece (KeTOponak) TabneTkH, AMCTICPrUpyeMBle B NONOCTH pra, 10 mr

i

i

Bateh No / : V2300957 Batch Quantity / : 3600000 tab /
,Cepust N o __lO6wbem cepud 3600000 Tab el
'Analytical Report No / : 890001665960 Date of Analysis /i 31.05.2023 F
AHanuTHyeckuil oruer Ne Hara ananuza

iDate of Manufacture / : May.2023 Date of Expiry / : Apr. or.2025

Jara npou3BoAcTBA I'onen xo

‘AI;EI_}’—S.TS performed according ND / Amanns nﬁ)aeﬁen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

127.12.2021, mamenenne Ne2 or 11.11.2022)

Test / Tloxka3zarenb

Results / PezyabTaThl

P AgC ]Ofox'.‘,

Specification / Hopma

with "|" debossed on one side. /
Kpyrnsie, mnockie TabneTku ¢ dackoii,
CBETJIO-XKENTOrO LBETA C IPaBHpPOBKOH
«l» Ha OIHOH CTOPOHE,

|
;

Light yeilow round flat beveled tablets

1u38

%
i l ! Description / OnHcanne Light yellow round flat beveled
| ‘ tablets with "|" debossed on one
f side. / Kpyrasie, nnockue
TabneTks ¢ (hackoit, cBETHO-
| KEJNTOro UBeTa ¢ TpaBHPOBKOH
| «» Ha OHOH CTOPOHE.
2 Identificatien / TIOAIMHHOCTE )
K'etar—r;.;;c—/i?.;hropwrax o ‘ S
a)m By uv/ | Ce;n"pl.ieé ! Coo*rBeTCTBj;eTWﬁW

VO-crieKTpohOTOMETPHA |

UV spectra of the test solution and

ketorolac tromethamine standard

. solution should have peaks at the same

wavelength (£ 2 nm). / Y®-coextps
MOrNOWIEHHA HCIBITYEMOro PacTeopa 1
pacreopa  cTaHuapTHoro  obpasua
KeToponaKa TPOMETaMMHA  [JOJDKHbI
HAMETh MAKCHMYMBI IIPH OAHOH U TOH xe
IUTHHE BOJIHGI (£ 2 HM),

Remarks: The Product co;i_fonns to ND/.

[Tpumeuanue: Iponvkr coorBeTcTBYET TpeboBauuam HJJ

Conclusion: APPROVED /

Gl
3axmouenne: OJNOBPEHO |

Tlposepeno: Himesh Kumar

Prepared by / Checked by /
ITonrotornero: Pardeep
Kumar _ -

| Reprint Date / Reprint Date /
Jara:31.05.2023 | Para: 31.05.2023

Approved by: Manager/Executive / !
Onobpeno: Meneprep / PykoBomuress

Ajay Sharma \) f

s - il

Reprint Date /
Hara: 31.05.2023 !

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: LB5195AP1984PLCO04507

www.drreddys.com




3 ..
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDIA

Product: Kctorol Expr(_ss (ketomiac) Orally Di smtcgratmg Tablets 10 ms_ -

CEPTHQIIKAT AHANHU3A

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

Hpﬂ,[l\-KT Keropon™ Dkcnpece (ketoponak) Tabnerky, AMCTIEPTHPYEMBIE B IONOCTH pTa 10 mr
: LTa prd,

Batch No / : V2300957 ‘Batch Quantity / : 3600000 tab/
Cepus Ne o ~ |06’behl cepun 3600000 Tab
Ana]yt:cal Repurt No/ : 890001665960 Date of Analysis / : 31.05.2023
AnanupTHyeckuii oTyer Ne Jdara ananuza o

Date of Manufacture / : May.2023 Date of Expiry iry 1 Apr.2025

Jara NpPOK3BOACTEA Togen no

Analysis performed according ND / Ananns npone)xen no HJA:

(JITL-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / psmenenne Nel or

022)

S

:27.12.2021, namenenne N2 ot 11.11.2
NN? Test / [Tokazarens

't b) ByHPLC/B2XKX

Results / Pe3ynbTarss ‘

Comphes / CooTBeTCTBYET l

the chromatogram of test
should correspond to that on

section).
OCHOBHOIO IIHKA Ha XpOMaTorpamme

COOTBETCTBOBATH

YOCpXKHBAaHUA OCHOBHOIO IHKa Ha
XpoMaTorpaMme pacTeopa
cravjapTHore ofpasua KeToponaka
TpOMeTaMuHa (pasnen

«KOnHUeCTBEHHOE OlIpeleeHUEN).

Page20f8/Cip.2m38

Specification / Hopma

" The retention time of the main peak on

solution
the
chromatogram of ketorolac
tromethamine standard solution (Assay
/' Bpems yOepXBBaHMi

HOJIKHO
BpeMEHH

HCOBITYEMOrO  PacTeopa

; Remarks: The Product conforms to ND/ | Conclusion: APPROVED / ]’

| TTpumeuanuye: IIposyKT COOTBETCTBYET TpeboBaHHAM HJT 3axmouenne: OJOBPEHO

_}_’?épzr—ed by / Checked by / Approved by: Manager/Executive /

Togrorosneno: Pardeep Ilposepeno: Himesh Kumar Onobpeno: Meteauep / Pykorogurens

Kumar j * | Ajay Sharma (1 |
: s ;'

Hﬁeprint Date / Reprint Date / Reprint Date / 1

Jara:31.05.2023 Hara: 31.05.2023 | Hara: 31.05.2023 )

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: mall@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOPUKAT AHAJIM3A www.drreddys.com

Dr. Re'ddy’s ‘,’:‘

Product: Kezbiﬁgp;-css'(kaarolac)_brally Dismﬁégrating Fablets 10 mg

ponyxt: Ketopoa™ Dkenpece (keToponaxk) TabneTku, AnCneprupyemMble B MONOCTH pTa, 10 mr .
Batch No / : V2300957 ‘Batch Quantity / : 3600000 tab/
Cepra Ne ) ) O0bem cepun 3600000 Tab
Analytical Report No / : 890001665960 ‘Date of Analysis / : 31.05.2023 |
ApanuTHuecknit oTuer Ne L _Hara ananusa _

Date of Manufacture / : May.2023 ‘Date of Expiry / ¢ Apr.2025

Jara npou3BoaCTBA T'omen o

Kna“lif;is i)er?afmed according ND / Ananus nposeien n0~H-,ZL: -

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / maMenenne Nel or
127.12.2021, usmenenne No2 ot 11.11.2022)

Page3of8/¢ip.3 w38

| [;,:] Test / loka3zaTesb | Results / PesynnsTaTh Specification / Hopma

3 Identification ! Complies / CooTseTcTBYET The  retention  times of  2-

Butylhydroxyanisole / butylhydroxyanisole and 3-

IMoAAMHHOCTE butylhydroxyanisole peaks on the
GyTHArHAPOKCHAHK30JI chromatogram of the test solution %
; should correspond by the retention times

to  2-butylthydroxyanisole and  3-

F butylhydroxyaniscle peaks on the

chromatogram of butylhydroxyanisole

; standard solution

I ("Butylhydroxyanisole content"

i section). / BpemeHa yIepXKUBaHHSA

i f nukos  2-GyTHNTHApOKCHAHM30Na W

3-OyTHIrHAPOKCHAHH30JIA Ha

XPOMATOTPaMMeE HCIBITYEMOTO

pacTBOpa IOJKHBI COOTBETCTBOBATH

BpeMeHaM YIEPHKHABAHUA THKOB

2-6YTHIrAEPOKCHAHH30a "

3-6yTHArMEPOKCHAHN30NA Ha

! XpoMmarorpamMme pacTBOpa

CTaHIApTHOro obpasua

GYTUArHAPOKCHAHU30A {pasmen

«Conepxauue
! OYTHACMAPOKCHAHM3ONAM).
4 Average weight / Cpepasin | 70.1 mg / 70.1 Mr . 67.2mgto72.8 mg (70.0 mg +£4.0 %)./
Macea | | Ot 67,2 Mr ro 72,8 mr (70,0 Mr+4,0 %).

Conclusion: APPROVED /

Remarks: The Product conforms to ND/ |
[Iprmenanne: [lponyxr coorsercThyeT TpebosanuaM HI 3axmoyenne: OJJOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive /
[Tozroroeneno: Pardeep IMposepeno: Himesh Kumar | Onobpeno: Mepetrep / Pykoponuresns
Kumar f _ Ajay Sharma |

e S S -3
Reprint Date / Reprint Date / Reprint Date /
Jara:31.05.2023 Hata: 31.05.2023 Hara: 31.05.2023 |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S135AP1884PLCO04507
www.drreddys.com



Dr.Redd y's ‘f‘:‘

Product: Ketorol Express (Ketorolac) Orally Disintegrating Tablets 10 mg ~

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUXAT AHAJIF3A

www.drreddys.com

Hpoaykr: Kempo_ﬂ_“lgxcr}pecg_ (keToponak) TabneTKH, i P eMbIE B IONOCTH pia. 10mr
Batch No / 1 V2300957 Batch Quantity / : 3600000 tab /
CepuaNe . Obvemcepun 3600000 va6_
Analytical Report No / : 890001665960 {Date of Analysis / : 31.05.2023
AHanuTHYUeCKHH 0TueT N2 JaTa apanuza

Date of Manufacture / : May.2023 | Date of Expiry / : Apr.2025

Jdara npoH3BOACTBA JTonex go

Amli;dj;smi“s—“ﬁ;rfbrme& accordihg ND / Ananus ‘npc;né;‘(en o HJ1:

JITE-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, n3menenme Ne2 or 11.11.2022)

Results / PesynanTarsl

Complies / Coomgfc;ﬁgle'r

Pagc4of8/ Cip.4m38

Specification / Hopma

"18/20 tablets - not more than + 10 % |

2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gonee + 10 %
2/20 rabnerok — He bonee + 20 %

| Ko Test / [Tokasaresns
N , R
| Uniformity of weight /
E | OxHOPOAHOCTHL MACEhI I
s oy |
i 5 Disintegration time / i

I Pacnagaemocrsb

' 6 | Dissolution /PacTaopenne

7 i—Fin—eness of Di;persion/ )
JlucnepcHOCTE

00 min 20 sec / 00 Mur 20 cex

i

' Unit-1/ Taba-1 101 %
Unit-2 / Ta6n-2 101% !

| Unit-3/ Tabn-3 105%
Unit-4 / Ta6n-4 103%
Unit-5 / Ta6n-5 103%
Unit-6 / Tab5-6 100%

Complies / CooTBeTCTBYET

Not more than 3 min / He 6onee 3 Mun

Not less than 75 % (Q of
Ci5H13NO3*C4H 1 1INO; (ketorolac
tromethamine) in 15 min / He menee

75% (Q)  CisHisNO3=C4HNO;
(xeToponaka  TPOMETAMMH)  uepes
15 myH

A uniform suspension passing through a
710 um sieve is formed. / OBpazyercs
OJIHOPOOHAY CYCHEH3MH, NPOXOAALIAs
CKBO3b CHTO C pasMepoM OTBepCTHH
710 mMxm.

s

J

Conclusion: APPROVED fr

ﬁeﬁksﬁhé Pgoduct conforms t(; ND/
1 3axmouenne: OJOBPEHO

{ Ipumeuanne: [Tponykr coorpercrayet Tpebopanuam H/

: Prepared by / Checked by / Approved by: Manager/Executive / b
| IloprotosneHo: Pardeep fTporepene: Himesh Kumar | Opo6peno: Mencamep / PykoBogurens
§ ICumar i ; B Ajoy Shorma
= - i
Reprint Date / Reprint Date / Reprint Date / 1
I{a'ra:3l.05.29_23 L Hara: 31.05.2023 | Hara: 31.05.2023 o -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mail@drreddys.com
CIN: 185195AP1984PLCO04507
www.drreddys.com



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

CEPTHPHKAT AHAJIHM3A

www.drreddys.com

iProdUct Ketorol Express (ketmolac} Oraliy Dlsmtcgratmg y Tablets 10 mg ) }

EHpo_UcT' Keropon™ Dkcnpecc (ketoponak) TabJIeTKH, AHCNEPTUPYEMBIE B ONOCTH p‘ra 10 mr E

BatchNo / : V2300957 ‘Batch Quantity / : 3600000 tab/

;C_pmt - Oﬁbem cepuu 3600000 Tab

| Analytical Report No / : 890001665960 Date of Analysis/ .~ : 31.05.2023 .
|AHAJTHYECKAH OTYET Ne JIaTa aHaju3a —— — I
Date of Manufacture / : May.2023 Date of Expn‘y /- : Apr.2025 i —l

Hdara 2 IpOM3BOACTBA

Tomen no

!Ana!ysm performed according ND / AHaqns nponemaﬂ o H:
| JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenune Nel or

127.122021. n3menenne Ne2 or 11.11.2022)

i ' ketorolac 1-hydroxy analog /

1-ruApOKCHaHaIoT
| KeTOpOlaKa

] ketorolac 1-keto analog/

' 1-xeroananor keToponaka
Any unidentified impurity /

; EAMHMIHAS

HEWAEHTHQHUMpPOBAHHAN

NpUMEChH

| Total impurities /
Cymma fipuMeceit

9 | Water/ Boma

8 Related impurities / Pogcreenssle npHMecH

‘Below LOD (LOD =
Huxe npexena ofuapywenus ([10 =

0.0010 %)

0.03 %

0.05 %

01 %

2.6%

10 = Residual solvents by GC/ OctaTousbie OpraHHYecKHe pacTBOPHTEH

" Isopropyl alcohol /
Hsonpomnason

3 p‘g/taﬁ;/
3 mxr B TabneTke

' Remarks: The Product conforms to ND/
Ipumeuanue: [poxykT cooTreTcTRYeT TpeOoBanuam HIT

0.0010 %) /

i

PageSof8/Crp. Sz 8

Not more than 0.5 % / He Gosee 0,5 % l

i Not more than 0.8 % / He 6onee 0,8 %

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

Not more than 1.0 % / He Gonee 1,0 %

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

| ———

" Not more than 350 pg/tab /
He 6Gonee 350 mxr B tabnerke

Conclusion: APPROVED / I
Jakmwaenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Mogrorosnexo: Pardeep Ilposepeno: Himesh Kumar | Onobpeno: Meticaep / Pykoropurens
Kumar i Ajay Sharma '\’\X |
Reprint Date / Reprint Date / Reprint Date / 1
Jara:31.052023 Jara: 31.05.2023 _| Hara: 31.05.2023 - ”

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLC0O04507

www.,drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02

CEPTH®IIILAT AHAJTH3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10mg = o
Hponykr: Ketopon™ Dkenpecc (keToponak) TAONETKH, (CHCPT Py ENIBIC | (en0CL i pra, lhw
Batch No / : V2300957 ‘Batch Quantity / : 3600000 tab/
Cepust N ) S 'Ob6bem cepun 3600000 a6
Analytical Report No / : 890001665960 Date of Analysis / : 31.05.2023
AuanuTuvecknif oreer N ___ Jllara apanmza ) __;
Date of Manufacture / : May.2023 Date of Expiry / 1 Apr.2025
JaTa mponssoacTea Topxen o '

27.12.2021, u3menenue Ne2 or 11.11.2022)

_A_nz{lys'i;ﬁa'fortﬁga ::N:corrdnfné~ ND /WKHaﬂnzAnhpo Beuen_nouhiﬂ:
JI1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / m3menenne Nol or

Vage 6 of 8/ Cip. 6 u3

8

i 11 -E Microbial enumeration tests / Muxpobuonoruyeckas yucrora* |
i a) Total Aerobic Microbial j~ T NA "~ Not more than 1000 (,P."fJ'—/gAr -
' Count / OBuee yncno ! | He Gonee 1000 KOE/r
a3pOBHEIX MUKPO- i
i ] OPTaHu3MOB
'Mb}‘ Total Combined Yeast h B NA | Not more than 100 CFU/g / 1
and moulds count / O6uiee | He 6onee 100 KOE/r i
| 9MCO APOHOKEBBIX H | |
! - IUIECHEBEIX rpubos !
f E) Escherichia Coli ) NA Shell be absent m]g}?ar?f? |
! Otcyrerue s I r
12 | Unifom;ity]—;f dosa“ge unifs/ A0 o Acceptance value (AV) not more than |
OnxopoauocTts 15.0 / Tipuemotnoe 3nagenue (AV) ne
AO3KPOBAHHSA 1 6onee 15,0.
13 Assay/KonuuecTBensoe | 101mg/10.1Mmr | From 90mg to " 11.0mg  of !
j onpenenexne (101.0 %) CisHi3NO3+C4H; NO3 (ketorolac F
tromethamine) (from 90.0 to 110.0 % of i
| the label claim) per a tablet / Ot 9,0 Mr
| mo  1L,0Mr  CisHisNOs+CeH; NO; ;
! (xeToponaxa Tpomeramun) (ot 90,0 xo '
110,0 % ot 3asBieHHOrO KonuyecTRa) B !
Tabnerxe i
] . — s it g e _
14 | Butylhydroxyanisole 0.0978 meg/tab / Not less than 0.042 mg/tab /
content / Copepkanue 0.0978 mr B TabneTxe He menee 0,042 mr s Tabnetie

OYyTHATHAPOKCHARHK30MA

| Eonclusion: APPRO\;E—-D /M o

Remarks: The Product conforms to ND/
[Tpamedanue: TIpoRYKT COOTBETCTBYET TpeGOBAHMKSM HIT i 3axmogenue: OAOBPEHO
Prepared by / Checked by / | Approved by: Manager/Executive /
IMoaroroeneno: Pardeep Ilposepeno: Himesh Kumar | Opno6peto: Meneacep / Pykosomuress
| K ' \—_— Ajay Ghorma 7 \)
- Reprint Date / Reprint Date / Reprint Date /
[ara:31052023 [ Mara:31.052023 | Jlama:31.05.2023 s

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Emajl: mail@drreddys.com
CIN: LB5195AP1984PLCO045D7
www.drreddys.com



Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02

Hpoaykr: Keropon" Bkenpece > (keToponak) TabneTky, ANCHEprupyemMele B nonocTy pra, 10 mr

‘Batch No / : V2300957
Cepua No

Analytical Report No/  : 890001665960

Date of Manufacture /
Jara npouzrogcTaa

Analysis perforrx—ne(i_a;cgardiug ND / Anannz riposeneu mo HJL:

; May.ibf?;

Togen go

Batch Quantity /
__|O6vem cepun

Date of Analysis /
Hara ananuza
Date of Expiry /

: 3600000 tab /
_ 3600000Tab
: 31.05.2023

. Apr202§ T

(JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmemenne Nel oT

127.12.2021, usmenenue Ne2 o1 11.11.2022)

tablets in a blister of
with

i 10
(PA/AL/PE

15 | P_ackagef Ynakoska

‘ desiccant/HDPE) foil // (PE/AL) |

; foil. 2 blisters with patient
| information leaflet in a carton
pack. / o 10 Tabnerox =
Gnuctepe w3 (TIAJATIID ¢
Braronornoturenem/I12BIT)

onwru // (II/AJ]) donsru, To
2 GnucTepa ¢ HHCTpyKUMel 1Mo

! [IPUMEHEHHIO B na4uky
; ‘ ’ KapTOHHYIO,
16 l iageﬁgg / M:a;;im"i;isxa ‘ F According to ND / B cooTseTcTam ¢ HI
17 | Storage conditions/

Xpanenue

Shelf life / deK_ TONHOCTH J 2 years / 2 roga

* At ;;;odtict release the Euality control as per the parameter
each 20th batch, or for one batch in a year whichever is earlier.

l
s
E

Page Tof 8/ Cip. T w

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. / TIo 10
TabneTox B Gnuctepe us (IIA/AJVITS ¢
sparonornorutenem/IIBIT) donsra //

" (I13/AT) domsra. To 1 umy 2 OnmcTepa

- ’ Below 25 °C. / Tlpu TéMﬂepaTypB“HeEhlﬁs °C

C HHCTpyKUHeH N0 NpPHMEHEHMIO B
Na4Ky KapTOHHYIO.

«Microbial enumeration tests» is performed for

* IIpH BhINyCKe JEKAPCTBENHOrO NPENapaTa KOHTPOIL KAYECTEA 10 OKA3ATEN0 «Muxpobuoaoruyecikan

HHCTOTA) MPOBOAHTCH ITA KanuoM 20-o0if cepun, win 318 ogHoi CEPHH B oA, B 38BHCUMOCTH OT TOTO,

HACTYNHT paHblie.

4Yr1o

[ Remarks: The Product conforms to ND/
Ipumeuanue: Tpoayxr COOTBETCTRYeT Tpedbopannam HJI

) r ‘Conclusion: APPROVED |
| 3arawyenue: OJOBPEHO

Approved by: Manager/Executive / |

Onobpeno: Menenxep / Pykosoaurens
Ajay Sharma ( 5‘

4

Prepared by / Checkedmby_/
[Momrotosnero: Pardeep Mpoeepeno: Himesh Kamar
Kumar 4 — -
Reprint Date / ~_Rgp'nint Date /

Harta:31 .05.20__%3 Hara: 31 05.2023 _

I Reprint Date /
| Tara: 31.05.2023

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: LB5195AP1984PLCOD4507
www.drreddys.com

.8



q ... Dr. Reddy's Laboratories Ltd.
: ™ ; .

Formulation Unit-6
Dr.Red dy S Ne Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJH3A www.drreddys.cam

Product: Ketorol -}i;pf"émss (ketorolac) Orally-Dﬁf;g}atin? Tablets IO—mmgu-'_ Y T 'l
Mpomyxr: Keropon™ JKenpece (keToponax) TabnerxH, 1. HEPLIpYCAMLIC B onocTy pra, 10mr I
Batch No / : V2300957 |Batch Quantity / : 3600000 tab / ‘
Cepus Noe o . |OGbem cepun __ 3600000 ra6 _;
Analytical Report No / : 890001665960 Date of Analysis / : 31.05.2023
AnasATHYECKHIT oT4er No B HMara apanmuza o ) J
Date of Manufacture / : May.2023 Date of Expiry / : Apr.2025 o
‘JdaTa npoussogcrsa Topex no ’

Ansiﬁfggéﬁ_&;ﬁﬁed accordingmN"i) / !{HMHLE-BI;OBEEKCH no HL:
|JITI-004929-011119 (amend Nel from 27122021, amend Ne2 from 11.11.2022/ u3Menenne Nel ot
127.12.2021, n3menenue Ne2 o7 11.11.2022)

o _ Vage8of8/Cip.8m8
Ketorolac tromethamine / Ketoponaka i
____Thowerawmn |

.. Ketorolac / Keropormax |

ABPHO010274, ABPH010275

i ]&P“I_ﬂamei HaumenoBanue ADC:

INN/MHH: e
API manufacturer batch number /

Homep cepuu nponssonutens AQC:

FP Manufacturer API Batch number /
Howmep cepuu cyberanuuu nponssogurens TJIP:
| API Manufactured by & country /
[Mmmognreg]: AQC, crpana:

Dr. Reddy's Laboratories Ltd., India /

1
I
FEQA00039, FEQA00040 i
O-p Penan'c JlaGopatopuc JItn., Maaus l

Conclusion; APPRO\}]éﬁ /

” Remarks: The Product conforms to ND/ ,,
. [pumeuanne: [ponykr COOTBETCTRYET Tpefopanusm H)T 3axniouenne: OJIOEPEHO o |
' Prepared by / Checked by / Approved by: Manager/Executive / __E_‘
i Honrorosneno: Pardeep [porepeno: Himesh Kumar | dnedpeno: Mevegep / Pykosoaure . y
" Kumar i — - {"Ajay Sharma it ::
ol - g . |
Reprint Date / Reprint Date / Reprint Date /
[%Ia"ra:31.05.20_g§__ﬂ I _I“I_alla:‘?:].ﬂﬂ‘j.gqg.‘& Jlara: 31;05.2(}_23 o ~ J

Reglistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2993, Email: mail@drreddys.com
CIN: LB5195AP1984PLCOD4507
www.drreddys.com



