Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
To 1 401938166 5£001-02

www.drreddys.com

CEPTUOPUKAT AHAJIM3A

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

Ilpoayxr: KeTtopoa® Ixenpece (keTopo.s1ak) TabaeTKH, AHCIEprupyembie B N0I0cTH pT4a, 10 mr

Market/ Peinox :Russia / Poccua .
Batch No /" _ Batch Quantit'y / ~36,00,000 tab /
Cepun Ne = § RSO0 O6bem cepun " 36,00,000 Tab ]
Analgteal Regort Nej . 890001830761 Date of Analysis/ . ) agiagas
Ananurugyeckuit oryer Ne JlaTa ananu3a
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027
JlaTa npon3BoacTBa Togen xo
Mfg. License No./ j B
Mianssonerpeunas - MNB/05/263 L . JITI-Ne(004669)-(PT-RU)
. Homep PY
| mnen3na Ne

! PIL version approved: / Uucrpykuns yrBepsxaena: 21.04.2025

| Analysis performed according ND: / Anaauz nposenen o HI; JIII-Ne(004669)-(PI'-RU)-190224

P_agc 1 of_ll/ CT!_)_. 1u311

|

No : ’
I No Test / [TokazaTens Results / PesyabTathl Specification / Hopma
1 | Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnele mnnockue
side. / Kpyrunsie miockue TabneTk! ¢ ackoli, CBETJO-XEATOro LBETa C
Tabnetku ¢ $ackoi, cBeTNo- IpaBUpOBKOI «» HAa OJHOH CTOpPOHE.
| XEJITOrO LIBETA C PABUPOBKO
| «» Ha OZHOI CTOpOHE.
| 2 |

| Identification / UnenTuduxauns
1

|

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
| tromethamine standard solution should have
| peaks at the same wavelength (+ 2 nm). / V-

CTIEKTPbI MOrJIOLEHHs MCIBITYEMOI'O PacTBOpd U

pacTBOpa CTaHAApPTHOTO oOpaslia KeTopoyaka

TPOMETaMHHA TOJDKHBI MMETh MaKCHMYMbI MpH

OHOM U TOH ke AJIMHE BOJHLL (£ 2 HM).

Remarks : The Product confirms to ND/
[Ipumeuanue: [Tponykr cootBeTcTBYeT TpeboBaHmam HJT

Conclusion : APPROQVED / |
3aknrouenue: OJOBPEHO

|Preszi by / Toarotosneno: ||Checked by/ Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramk ant [Mposepeno: [Tposepeno (AOK): ||Onobpeno: Obecneyenne kadecTsa/OTBETCTBEHHOE
‘ \,Lé\/ Pardeep Kumar Amit Kumjr/ - JIHLLO: C UL KUNMRD
" Q[—-—:r—'— J\ — —-—<\’NI
Date/ Date/ Date/ Date/ RO&ALS™
Hara; 31.08.2025 Jara: 31.08,2025 Jlata: 31.08.2025 Hara:

Registared Office: 8-2-327, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Teelangana, India
Tek +91 40 4900 2900, Fax: +91 40 49C0 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

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

CEPTUOUKAT AHAJIM3A

www.d'rreddys.com

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

TIpoayxt: Keropoa® Ixcnpecc (KeTopoak) Taf 1eTKH, AHCIEPrHpyeMble B II0JIOCTH pTa, 10 mMr

| Market / Poinok :Russia / Poccua 3 _
Batch No/ - Batch Quantity/ _36,00,000 tab /
Cepns Ne frREsUIE O6bem cepun - 36,00,000 Tab -
Analytical Repovrt No / - 890001830761 Date of Analysis / . 31.08.2025
AHalHTHYeCKH# oT4yeT Ne JlaTta aHaJIH3a
Date of Manufacture / - 07/2025 Date of Expiry/ . 06/2027
JlaTa npoH3BOACTBA Tonen 10
Mfg. License No./ MA number:/
IIpousBoacTeeHHas : MNB/05/263 | Howep PY : JITI-Ne(004669)-(PT-RU)

Jaunen3us Ne

PIL version approved: / Mucrpykuus yrBepxkaena: 21.04.2025

No

Test / Iloka3zaTean

Results / Pe3yabTaThl

Page 2 of 11/ C'qp. 2m3 11

Specification / Hopma

[ N

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 ynepxuBaHHi OCHOBHOI'O nNuKa Ha

XpoMaTorpamme UCTIBITYEMOTO pacTBOpa
JOJIKHO COOTBETCTBOBATh BPEMEHH
YAEPXKUBAHHUS OCHOBHOTO nHKa Ha
XpoMaTorpaMme  pacTBOpa  CTaHAapTHOIO

obpa3ua Keroponaka TpoOMeTaMHMHa (pa3zaen
«KonyecTBeHHOE OMpeaeeHHe»).

=

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYeT TpeboBanusaM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / TloaroTosieHo: [Checked by/ Checked by (AQA)/ Appro;lgi by: Quzﬁity Assurance/ Authorized person /
Ramakant V ITposepena: Mposepeno (AOK):  ||Onobpeno: Obecneuenne kadecTBa/OTBETCTBEHHOE
" Pardeep Kumar Amit Kumar JTALLO: oy U e
k) ) Luan L KA
! 4 | [T~
Date/ Date/ Date / Date /
Jara: 31.08.2025 Hara: 31.08.2025  ||ara: 31.08.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



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

L X3
Dr .Reddy,S q:. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUO®HUKAT AHAJIU3A www.drreddys.com

iProdu_ct_: Ketorol Expréss (ketorolac)_Orally_])isihte_:grating Tablets 10 mg B =
Tpoaykt: Keropoa® Jkcnpecc (keTopoaak) TaGaeTKH, AUCHePrHpyeMbie B HoJ1ocTH pra, 10 Mr — -
Market / Pemox :Russia / Poccus d = .1
Batch No/ : Batch Quantity / ~36,00,000 tab / =
Cepus No LYEZ024 O6nem cepun " 36,00,000 Ta6
Analytical Repovrt No/ - 890001830761 Date of Analysis / . 31.08.2025
AHaJquTHYeCKHi oTyer No | JlaTa anajm3a ==
Date of Manufacture / - 07/2005 Date of Expiry / - 06/2027
JlaTa NpoH3BOACTBA T'onen 1o . |
Mfg. License No./ MA number:/
IIpousBoacTBeHHAA : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Howmep PY
Junensus Ne )
Analysis performed according ND: / Anasm3 nposeaen mo HJI: JIII-Ne(004669)-(PI"-RU)-190224
PIL version approved: / MacTpyknus yreep:xaena: 21.04.2025

Page3of 11/Crp.3ms 11 _

——
o Test / Iloka3zaTean Results / Pe3ysibTaThbl

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 YAEPKUBAHUS MUKOB 2-
OyTHArUAPOKCHAaHKU301a u 3-
| OyTUNrHApPOKCHAHKW30/Ia Ha  XpomaTorpamme
HCIBITYEMOTO pacTBopa JOJIKHBI
COOTBETCTBOBaTh  BPEMEHaM  yIep)KUBaHUs
MUKOB 2-0yTWiruApoKcHaHM3oma  u  3-
OyTUITHMOPOKCUAHU30/1a HAa  XPOMAaTOrpaMMe
pacTBOpa CTaHIAPTHOTO ob6pasia
Oyrunrugpoxkcuanusona (paszgen «CopepxaHue
Oy TUIITHIPOKCHAHU30JIa»). ]

No ‘ Specification / Hopma
Butylhydroxyanisole / Complies / CooTeTcTBYyeET i The retention times of 2-butylhydroxyanisole and '
Bymunzuo poxcuarnuzon ' 3-butylhydroxyanisole peaks on the

Remarks: The Product confirms to ND/ Conclusion : APPROVED /
[Ipumevanne: IIpoxykr cooreercTByeT TpeboBaHUsIM HJT 3akawyenne: OJIOBPEHO

Prepared by / IlogroroBneno: ||Checked by/ Checked by (AQA)/ “Approved by: Quality Assurance/Authorized person /
Ramakant [Nposepeno: ITposepero (AOK):  ||Onobpeno: Obecrieuenne kayecTsa/OTBETCTBEHHOE

|| @\})\dﬁ} Pardeep Kumar Amit Kumar mmo: S (] KUV"1 R l‘f__\

[Date/ Date/ Date/ Date / K )/0 §«015
Jlarta: 31.08.2025 Jlata: 31.08.2025 Hata: 31.08.2025 Hara:

Registered Office: 8-2-337, Road No. 3,Enjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

iPrdduct . Ketorol Express (ketorolac) Orally Disintegra_tilg Tablets 10 mg
IIpoaykr: Keropoa® Ikcnpecc (xeToposak) TabJ1eTKH, JUCTEprupyeMble B I1010cTH pTa, 10 mr

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

| Market /Poinok - :Russia / Poccus _ - - =

' Batch No/ . Batch Quantity/ ~36,00,000 tab/
Cepus Ne YRR~ O0nLeM cepum ' 36,00,000 Tab
Analytical Report No / - 890001830761 Date of Analysis / . 31.08.2025
AHaIuTHYECKHH oT4yeT No Jlara aHa/u3a =

Date of Manufacture/ - 07/2025 Date of Expiry / - 06/2027

_I[_aTa NpOH3BOJACTBA | T'onen o

Mfg. License No./ MA number:/

TIpousBoacTBenHas : MNB/05/263 ' Howep PY . JII-Ne(004669)-(PT-RU)

JiueHsusa Ne

! Anﬁysis Eerformed according ND: / Ananns nposexen mo HII: JIII-Ne(004669)-(PT'-RUTN-190224
| PIL version approved: / Hacipykuns yrsepaaena: 21.04.2025

Page 4 of 11/ C1p. 4 m3 11

|
‘ ig Test / [TokazaTenn Results / Pe3ynabTaTh! Specification / Hopma |
3 Average weight / Cpeanss 69.7 mg/69.7 mr 672mg to 728 mg (700mg + 4.0 %). i
mMacca Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
. | 18/20 tablets - mnot more than = 10%;
Uniformitv of weight/ | 2/20 tablets - not more than + 20%. /
Om ormity of weig | Complies / CooTBeTCTBYET 18/20 Tabmerok — He Oomee = 10%;
| R e 2/20 Tabnetok — He Oonee + 20 %.
|
4 | Disintegration time/ 00 min 20 sec / 00 mun 20 cex Not more than 3 min. / He Gonee 3 mum.
PacnapgaemocTth
5 Dissolution / PacTeopenue Unit-1/Ta6n-1 99 % Not less than 75 % (Q) of CisHisNO3+C4H(NOs
) (ketorolac tromethamine) in 15 min. / He MeHee
OS2 ity 98 % 75 % (Q) CisHizNO3*C4H;NOs (keToposiaka
| Unit-3/Ta6n-3 101 % TpoMeTaMuH) 4yepes 15 MHH.
Unit-4 / Ta6n-4 100%
Unit-5/Tabn-5 100%
Unit-6/ Tabn-6 100 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cootBeTCcTBYET TpeboBaHUsIM HJI 3akmodeHue: OJIOBPEHO
Prepared by / Iloarorosneno; ||Checked by/ Checked by (AQA) / IA pproved by: Quality Assurance/ Authorized person /
Ramakant T ITpopepeso: Mposepeno (AOK):  ||Onobpeno: Ofecneueime kagecTsa/OTBETCTBEHHOE
' d}\/ Pardeep Kumar Amit Kumar AINO: Lyl kiuimp .
§
S| A okt
P L st
Date/ Date; |[Pate / Date; )08 L0LC
Hara: 31.08.2025 Hara: 31.08.2025 Jiara: 31.08.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, I1yderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mzil@drreddys.com

CIN: L85195AP1984PLLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. hol, Nalagarh Road, Baddi,
Distt. Solari, H.P., 173 205, INDIA
Tial 481 928165 56001-02

CEPTUDUKAT AHAJIU3A

wwi.drreddys.com

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

IpoaykT: Keropoa® Jxenpece (keToposak) TabaeTku, JucneprupyemMbie B 100¢tH pra, 10 mr P _
| Market / PoiHok ~:Russia / Poccus = =
Batch No/ . Batch Quantity/ ~36,00,000 tab/
CepusaNe- - s XV250054 | O6bem cepun " 36,00,000 Tab
Analytical Repourt No/ - 890001830761 Date of Amalysis / . 31.08.2025
AHanUTHIECKHH oTUeT Ne Jara apanuza
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027
| JlaTa NpoH3BOACTBA Togen mo =
Mfg. License No. / MA number:/
IlponsBoacTBeHHAs : MNB/05/263 - n ’ . JIII-Ne(004669)-(PT'-RU)
| Homep PY ]
JuueH3Hs Ne | |
Analysis performed according ND: / Ananns nposeaen no H/I: JIII-Ne(004669)-(PT-RU)-190224 |
PIL version approved: / MucTpykuus yTeepsxaena: 21.04.2025 o

Page Sof 11/ Ctp. S m3 11

ketorolac: /

KETOpOJaKa

l-rugpoxcuananor

I}‘: Test / [lokazaTenb Results / PesynbTaTel ! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 pm '
JucnepcHocTb sieve is formed. / OOpa3yercs onHOponHas
CYCTEH3UA, MOpOXOAsIlas CKBO3b CHTO C
pasMepom otBepcTHit 710 MKM.
7 Impurities / [Ipumecn o
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / | not more than 0.5 %; / ue 6onee 0,5 %;

Hmxe npemena  KOMMUCCTBEHHOrO
ompenenenus (TTKO = 0.0032%)

1-keto analog of ketorolac / 0.03%
l-keTOaHAIOT KeTOpOJIaKa

not more than 0.8 %; / ve 6onee 0,8 %;

€ AHHUYHas

npHuMech

unidentified impurity / 0.02%

HeHAeHTUGHIHPOBaHHAS

not more than 0.5 %; / He 6onee 0,5 %;

total impurities /
cymma rnpumecei

0.1 %

not more than 1.0 %./ He 6onee 1,0 %.

Remarks : The Product confirms to ND/
IMTpumeuanue: IlpooykT cooTBeTCTBYET TpeOOBaHUAM

Prepared by / [loarotroBneHo:

Ramakant
il a4

Checked by /
[Iposepero:

Conclusion : APPROVED / i
HJT 3akmouyenne: O JTOBPEHO
Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person /

Ipoeperno (AOK):  ||Onobpeno: ObecneyeHue kauecTBa/ OTBETCTBEHHOE
Pardeep Kumar Armit Kumar ano: dyric ]qu”qL

_{

[Date /
Jara: 31.08.2025

Date/ Date/ Date ;

Hata: 31.08.2025 Hara: 31.08.2025 Hara:

147;08%{0;5”

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLC0D04507
www .drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill. hol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Te | 10198166 56001-02

LU L

CEPTUD®HUEAT AHATU3A

www.drreddys.com

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

Ipoaykt: Ketopon® Dxcnpece (KeTopos1ak) Ta6IeTKH, nUCIEprupyeMble B 10JI0CTH pTa, 10 mr

| Market / Poinok ~ :Russia / Poccua = =
Batch No/ : Batch Quantity / ~36,00,000 tab/
Cepus Ne § ISR O6bem cepun - " 36,00,000 Tab
Analytical Repourt No/ - 890001830761 Date of Analysis / . 31.08.2025
AHAMTHUECKHHA 0T4eT No Jara ananusa
Date of Mamufacture / - 07/2025 Date of Expiry / . 06/2027
Jara nponsBoacrea | 'ogen o
Mfg. License No./ '
| .
IpousBoacTBEHNAS . MNB/05/263 (Rl . JIIL-Ne(004669)-(PT-R U)
, Homep PY
_MIeH3ua Ne .
Analysis performed according ND: / Anaan3s nposeaen no HJ; JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: /IMncTpyicuin yroepaciena: 21.04.2025

Page 6 of 11/Ctp. 6 m3 11

I;.‘: Test / [oka3aTeb Results / PesyabTaThi Specification / Hopma
8 Water content/ 23 % 1 Not more than 7.0 %. /
Copaepoxxanue Boabl He 6onee 7,0 %.
|
| !
9 Residual solvents / OcTaTouHble OpraHuyecKHe pacTBOPHTE
| ~Isopropyl alcohol/ | 4 pg/tab / ~ Not more than 350 pg/tab. /
H3onponanon i 4 Mkr B Tabnertke He 6onee 350 Mxr B TabneTke.
1

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykt coorBeTcTBYET TpeboBanwsim HJL

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Prepared by / Ilogrotosnedo: |[|Checked by/ “Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramakant N [TposepeHo: lMposepeno (AOK): [|Omobpeno: Obecneqenue kadecTsa/ OTBETCTBEHHOE
W Pardeep Kumar Amit K'uin ar\ muo: JaNI1 )<,U‘v~1 (A E\
N
|I C:I————/" ,"\- il ¢ W?
2 —_——— -
Date / Date/ Date / Date/ ~0L
Jarta: 31.08.2025 Harta: 31.08.2025 Hara: 31.08.2025 Hata: z )’_08 { S-'

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 4C 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



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

Qe
Dr.Reddy’s ‘:’ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.a'rreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

"Prtﬁlct g Ket(rol Express (iet?)raac_) Orally Disintegrating Tablets 10 mg ]

IIpoaykr: Keropoa® Jxcnpecc (keToposnak) Tab1eTKH, AHCHEPrHpyemble B 0JI0CTH pTa, 10 Mr |
Market / PeiHok :Russia / Poccus - e .
Batch No/ : Batch Quantity/ ~36,00,000 tab /
Cepus Ne LR O0nem cepun ~ 36,00,000 Tab
Analytical Repovrt No/ - 890001830761 Date of Analysis / . 31.08.2025
_AnanuTHueckuii oTueT No | Mara ananu3a |
| Date of Manufacture / - 07/2025 Date of Expiry/ . 06/2027
| /laTa npou3BOACTEA | T'ogen mo -
Mfg. License No./ MA number:/
IIponsBoacTBEeHHAS : MNB/05/263 i : JIII-Ne(004669)-(PT-RU)
Homep PY
_JiHueH3ua Ne - _|_ _ — |
Analysis performed according ND: / Anasmz nposexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224 |
PIL versivn approved: / Ancrpykuns yrsepmaena: 21.04.2025 |

Pagél of 11/ Crp. 7 w3 11

1;.? Test / IlokazaTesb | Results / PesyabTaThl Specification / Hopma
10 Mic:)bi_ological purity®/ Mmc-poﬁuonomqecxaﬂ yucToTa* i
Total Aerobic Microbial Less than 10 CFU/g / not more than 10° CFU/g; /
Count / ob1itee yncio Meunee 10 KOE/r He 6onee 103 KOE/T;
| a3poOHBIX MHKpO-
| | opranusmMoB
: Total Combined Yeast and Less than 10 CFU/g / not more than 10> CFU/g; /
mold count / obLuee uucIO Menee 10 KOE/r He Oosnee 10° KOE/T;
IPOXOKEBBIX W IUIECHEBBIX
rpubos
Escherichia Coli Absent in 1 gram / | shell be absent in 1 gram. /
' OrtcyTcTRyYeTR 11 OTCYTCTRAS & 1 T
11 | Uniformity of dosage units/ 59 : Acceptance value (4V) not more than 15.0
| OanoponHOCTL [MoxkasaTtens npuemieMocTy (AV) nomkeH ObITh
J03MPOBAHHBIX € IUHHL He Gosee 15,0.
|
[Remarks : The Product confirms to ND/ “|[Conclusion : APPROVED /
Ilpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusm HJJ Faxmouenne: OJJOBPEHO
Prepared by / [logroroeneno: ||Checked by/ Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ramakant 1 posepeno: [posepero (AOK):  ||Onobpeno: Obecneuenne KauecTa/ OTBETCTBEHHOE
\y\b Pardeep Kumar [|Amit Kunar =~ A mno: (A R Kum™ I\
-
M cﬁ—f /\ e [ v‘\.-/
Date/ Date / Date / Date/ g}fogﬂ,,(o;,g—
I}:Ia"ra: 31.08.2025 Harta: 31.08.2025 Jdara: 3108202 5 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hil H-,'c-jgabad - 5000634, Tistangana, India
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

‘.o . ;

? Faormulation Unit-6
Dr..Reddy S .‘. Vill. i<hol, Malagarh Road, Baddi,
; Distt. Solan, H.P., 173 205, INDIA

[++019816656001-02

CERTIFICATE OF ANALYSIS fel. :
CEPTUO®HUKAT AHAJIU3A wivw.d rreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Jxcmpecc (keTopoJiak) Tab/ieTKH, AHCIEprupyemble B 110J10cTH pra, 10 mr = =
| Market / Prinok :Russia / Poccua
Batch No/ ; Batch Quantity / _36,00,000 tab/
Cepusi N § V220054 O0bem cepun " 36,00,000 Tab |
Aualytics} Repotit No © 890001830761 Ptk ot Amalysiey . 31.08.2025
AnanuTudeckuii oTyeT Ne = | ZlaTa anasmsa
Date of Manufacture / - 07/2025 Date of Expiry/ . 06/2027
JlaTa npouzBoacTBA F'oxen no
Mfg. License No./ | MA number:/
IIpousBoacTeeHnas MNB/05/263 ’ : JIII-Ne(004669)-(PI'-RU)

| numenzus Ne | Homep PY

| Analysis perﬁl;rmed according ND: / Ana.n3 nposenen no H/I: M-Ne(OO4669)—@F-R@—ﬁ)224
| PIL version aporoved: / AncTpykuus yreepxaena: 21.04.2025

Page 8 of 11/ Cp. 8 m3 11

i.? Test / [lokazaTenn Results / PesyabTatbl Specification / Hopma
12 Assay / KonuuecTBenHoe 10.1 mg/ 10.1 Mr From 9.0mg to 11.0mg of |
omnpeejieHHe (100.5 %) CisHizNO3*CsHNOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. /" Or 9,0 Mr bi (e} 11,0 mr
C15H13NO3'C4H11NO3 (KCTOpOJ]al(a
TpomeTamuH) (ot 90,0 po 110,0 % or
{' F 3afBNEHHOr0 KONMUYECTBA) B TAbNETKe.
13 Butylhydroxyanisole 0.0967 rrTg/ta_b/ Not less than 0.042 mg/tab. / 5
content / CopepxaHue 0.0967 mr B Ta0nerke He menee 0,042 mr B TadneTke. -
0y THJIT U APOK CHAHU30.14 | i

| Remarks: The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [ponykT cooTreTcTRYET TpebopaHusam HJJ 3akmouenue: OJOBPEHO
Prepared by / [Toarorosneno: ||Checked by/ [Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramak ant IIpoBepeHo: Iposepero (AOK): ||[OnoGpero: Obecneuenre kayecTBa/OTBETCTBEHHOE
@ '&) Pardeep Kumar Amit Kumar | NHLLO: J UNIL KUMA k |
—
/
Date, Date/ Date / Date/ 3)0R~0LYS
[larta: 31.08.2025 Jara: 31.08.2025 Jara: 31.08.2025 Hara

Registered Office: 8-2-337, Road No. 3, Bzanjara Hiils, Hyderabad - 500034, Telangana, India
Tel +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCD04507
www.direddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

|Product : Ketorol Express (ketorolac) Orally Disintég‘ating Tablets 10 mg 1

prouyKT: KeTtopoa® Dxcnpecc (keToposak) Ta6JeTKH, AHCIEPrupyeMble B OJI0OCTH DTa, 10 Mr
 p— =— —_—

| Market/ Poinok ~ :Russia/ Poccus _ .
Batch No/ : Batch Quantity/ ~36,00,000 tab /

Cepus Ne b ViVi250054 | Obbem cepuu " 36,00,000 Tab N
Analytical Report No/ - 890001830761 Date of Analysis / . 31.08.2025
AHaJHTHYeCKHI oTyeT Ne | laTra anaju3a
Date of Manufacture / - 07/2025 | Date of Expiry/ . 06/2027
JlaTa mpon3BoaCTBA | I'ogen no —=
Mfg. License No. / | MA number:/

| IIpousBoacTBeHHASN : MNB/05/263 ) ;. JIII-Ne(004669)-(PT-RU)

I | Homep PY

| nueH3us Ne | - |

' Analysis performed according ND: / Ananus nposegen no HJI: JIIT-Ne(004669)-(PT-RU)-190224

| PIL version approved: / UncTpykuns yreepxaena: 21.04.2025

Page 90of 11/ C1p. 9 m3 11

Specification / Hopma

I;.g Test / IlokazaTenab ‘ Results / Pe3y/ibTaTbl
' 14 Package description/ ‘ 10 tablets in a Dblister of

Onucanue YOaKoBKH

pack.
6mcrepe  u3

(PA/AL/PE
desiccant/HDPE) foil // (PE/AL)
foil.

2 Dblisters

/ Tlo

with

with patient
information leaflet in a carton
10 Tabnerox B
(ITTA/AJITID ¢

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 Gnucrepe u3 |
(MTA/AJUTID ¢ Bnaromornotureem/[TOBIT)
tdoneru // (II2/AJ1) domeru. Ilo 1 um 2
Onucrepa BMecTe € JIHCTKOM-BKIIAZBIIIEM B

BJaromoriotuteieM/I[15BIT)
¢oneru // (II3/AJT) doneru. Ilo
2 Gnucrepa BMECTE C JIMCTKOM-

MaYKy KApTOHHYIO.

BKJ1a JIbIIIIEM B
KapTOHHYIO.

Mayky

every 20 batches or one batch per year whichever is more.
* [Ipu BbIMycKe JIeKaPCTBEHHOr 0 MpenapaTa KOHTPOJIb KadecTBa M0 noxasare/o «MUKpoGHoorniecKas
YHCTOTa» NPOBOAUTCS A Kaxkaoii 20-oii cepun, WM st OQHOI cepHH B rod, B 3aBUCHMOCTH OT TOrO, 4TO

HACTYNHUT paHbLe.

* When the tzﬂug product is released, the quality control for Mia;)biological Purity is per formed for one batch in

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET TpeOoBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / IloaroroeneHo:
Ramakant

Checked by/
[IposepeHo:

Checked by (AQA) /
[TposepeHo (AOK):

Approved by: Quality Assurance/Authorized person /
Ono6peno: ObecrieueHne kauecTBa/OTBETCTBEHHOE

\EL/'/ Pardeep Kumar Amit Kumar N UL S N1 KUM’Q)L
-— jf\(// f(y\ﬁ ==
Date / Date/ Date/ Date/ )D& A<
Jara: 31.08.2025 Harta: 31.08.2025 Hata: 31.08.2025 Hara:

Regi'stered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tek +9140 4900 2900, Fax: +9140 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

Dr.Reddy’s ‘f:"'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

|Product : Ketorol Exl;es; _(ke_torgl_ac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Sxcnpece (keToposak) TabaeTKy, AHCIEprupyemble B 0J0CTH pTa, 10 Mr

Market/ Ppinok :Russia / Poccusa

' Batch No/ _ Batch Quantity / ~36,00,000 tab /
Cepua Ne - hisoi O6bem cepum " 36,00,000 Tab 0
Analytical Repourf No / . 890001830761 Date of Analysis / . 31.08.2025
AHanuTHYecKHil oTyeT Ne | laTra anasnuza -
Date of Manufacture / . 07/2025 | Date of Expiry/ - 06/2027
/Jlata npousBoxcTBa I'ogen mo -
' Mfg. License No./ T
IIpousBoacTBEHHAN : MNB/05/263 | Howmep PY : JIII-Ne(004669)-(PT'-RU)

| iMuensns No = |
| Analysis performed according ND: / Ananms nposeaen no HJI; JITT-Ne(004669)-(PT-RU)-190224
| PIL veasion approved: / Hncipysuns y isepauaena. 21.04.2025

— ) Page 1o of 11/ Crp. 10 m3 11
Ketorolac tromethamine / Ketoponaka TpomeTaMuH
Ketorolac / Ketoponax

API name / Hanmenopanune ADC;
INN / MHH:
API manufacturer batch number/

—

—d

Homep cepun nponssogutess ADC: SO S l
FP Manufacturer API Batch number / |
Homep cepun cybcTaHIMH NMPOH3BOAMTEJISI FESAO00169 '
I'J1d: |

| API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /

| IponzBoautean A®PC, crpana:

H-p Pennu'c Jlabopatopuc JItn., Uumus

' Name, address, authorization No for FP
manufacturing site / Control site / Release
site/

HanmeHoBanue, agpec, JHIEHIHA 115
IIpousBoacTeennas niomanka / Ilmomaaka
_KOHTpoJIA KayecTsa / Ilnomanka sbimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pepnw’c Jlabopatopuc Jita., Unaus, [TpoussoncTeeHHOE
noapasaenenue-6, Bunn. Kxonbs, Hamarapx Poyn, bagnu, J{uctpukt
Conan, X.I1., 173205, Muaus (nuuen3us Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established».

Remarks: The Product confirms to ND/
ITpumeuanne: IlpoaykT cooTBeTcTBYeT TpeboBanmsaM HJI

Conclusion : APPROVED /
3akmovenue: OJJOSPEHO

Prepared by / Iloarotosrieno: ||Checked by/ Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramakant Q\ [TposepeHo: [MposepeHo (AOK):  [|Onodpeno: Obecnieuenne kauecTpa/OTBETCTBEHHOE
%"\XLUJ/ Pardeep Kumar Amit Kumar mie: _ il Ripw1Re__
&
— l — /\ =il 4 1/\./
Date | Date / Date / Date/ 3}{)8';(0.LS
Hara: 31.08.2025 Mara: 31.08.2025  (|Tava: 31.08.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Sofan, H.P,, 173 205, INDIA

TSI Ml GV [ ralaC N o
I Ul :‘J_Ljulou JVUU LU

w0 rreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropoa® Dkcnpecce (keTopo.iak) TaG/ieTKH, JHCIIEprHpyeMble B H0JI0CTH pTa, 10 mr

| Market / Prinok

:Russia / Poccua

Batch No/ _ R Batch Quantity/  _ 36,00,000 tab /
Cepug No N Oo0BLeM cepHH ~36,00,000 Tab
Analytical Repovrt No / . 890001830761 Date of Analysis / . 31.08.2025
AnanuTHyeckHi oTyeT Ne Jara ananm3a £ =
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027
| JlaTa npounsBoacTBa - T'oagen no
| Mfg, License No. / T ——
IIponsBoacTBeHHAs : MNB/05/263 Homep PY . JIII-Ne(004669)-(PI'-RU)

JHIeH3usa Ne . =
| Analysis performed according ND: / Ananns nposeacn nmo HJI: JIII-Ne(004669)-(PT'-RU)-190224

| PIL version approved: / HucTpyxuns yTeepxaena: 21.04.2025

Page 11 of 11/CTp. 11 m3 11

3akmouenne 0 cooTBeTcTBHH: «HacTosAmuM s MOATBEPXKIAI0, YTO MPUBEACHHAS BbIlIe WHPOpMALUA SBIAETCS
JIOCTOBEPHOM W TOYHOH. DTa cepusi MPOAYKIHH HpOH3BejaeHa (BKJIOYas yMakKoBKY (MapKMpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIIEYKa3aHHOM INPOU3BONCTBEHHON IIJIOMIAAKe (IUIOIAJKaX) B TIOJIHOM COOTBETCTBHH C
TpeboBanusMu [lpaBun HajIexameld HTPOH3BOJICTBEHHOM NpakTHKH EBpasuiCKOro 3KOHOMHYECKOIO COM03a U
TpeOOBAaHUAMH KOHTPOJS KadecTBa JIGKAPCTBCHHBIX CPEACTB, @ TaKke B COOTBETCTBHH CO CHENH(DHKAIUSAMH,
CONEPKAIIMMHICS B PETHCTPALIMIOHHOM J0Che CTpPaHBI-UMIIOpTEpa. 3alTUCH TIO IIPOU3BOJACTBY, YIIAKOBKE U aHATH3Y
IIPOBEPEHBI, U YCTAHOBIEHO MX COOTBETCTBHE TpeOoBaHWsAM [IpaBun Hapnexaied MPOM3BOACTBEHHOH IPaKTUKH

EBpa3uiicKoro 3KOHOMUYECKOr0 CO3a.

Conclusion : APPROVED /
3akawuyene: OJOBPEHO

Remarks : The Product confirms to ND/
IMpumeuanue: Ipoaykr cooTBeTCTBYET Tpebopanuam HJT

Prepared by / Hoarotosneno: ||Checked by/ Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramakant Hﬂpoaepeuo: IposepeHo (AOK):  [|Ono6peno: Obecnevenue kauecTsa/OTBETCTBEHHOE
Pardeep K Amit K ; :
%“&b ardeep Kumar it Kumar R STHLO & Wi e KU""7 /QYL
\ QL—T/‘ /\r//,/ _Qw?
Date/ Date/ Date / Date / 2%08"0(“—(
Hara: 31.08.2025 Hata: 31.08.2025 Jata: 31.08.2025 Hara:

Registered Office: 8-2337, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, India
Tet +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLL0O04507
www.drreddys.com



