. &
Dr.Reddy’s ‘;.

CERTIFICATE OF ANALYSIS

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

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

Tel: +91 98166 5¢001-02
CEPTUOPHUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa®” Jkcnpece (keroposax) Tagnerx, AHCHeprupyemMbie B mooct pra, 10 mr -
Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / . 36,00,000 tab /
Cepusn Ne V2302496 O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003243643 Date of Analysis / - 29.12.2025
AHAJTUTHYECKHI 0TYeT No Jdara ananuza
Date of Manufacture / - 12/2025 Date of Expiry / 11/2027
| laTa mpou3BocTBA I'ogen 10
Mfg. License No. / MA number: /
IIpon3BoacTBenHas : MNB/05/263 ) . JIII-Ne(004669)-(PT'-RU)
Homep PY
Jinnen3us Ne
Amnalysis performed according ND: / Anaaus nposenen no HJI: JITI-Ne(004669)-(PT" -RU)-190224
PIL version approved: / Muctpykuns yrsepaaena: 21.04.2025

Page1of 11/ Crp.1 m3 11

N . .
Noo Test / IlokazaTenn Results / PesynbTaThi Specification / Hopma
1 Description / Onucaune Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrable miockue
side. / Kpyribie nmiockue TabneTku ¢ (ackol, CBETIO-KENTOTo LBeTa C
TabneTku ¢ dackoit, ceTIO- TPaBHPOBKOI «I» Ha OLHOMN CTOpOHE.
JENTOro LBeTa ¢ rpaBHPOBKOIi
«|» Ha OJHOH CTOPOHE.

2 Identification / Unenrudguxauus

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-
CMEKTPhI MOTTOLIEHHS HCTIBITYEMOrO PacTBOpa U
pacTBopa cTaHAapTHOro obpa3ua KeTopojaka
TPOMETaMHHa JOJMKHBl HMETh MaKCHMYyMbI IIPH
OIIHOM 1 TOH K€ JUTHHE BOINHBI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: TIpoaykT cooTeTcTBYeET Tpebopanuam HJJ 3aknawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotosnexo: Pravesh Iposepetio: Pardeep  |[I[Iposepeno (AOK): ||OnoGpeno: Obecnedenne kadecTsa/OTBETCTEEHHOE
Rana J Kumar Amit Kumar JNLO:

: o

QL— = g

Date / Date / Date / - Date / 9919 0%
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydeiabad - 500034, Telangana, india
Tel: +91 40 4960 2900, Fax: +91 40 49C0 2999, Email: mail@adrraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s Q;'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Sofan, H.P., 173 205, INDIA
Tel: 491 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.coin

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keTopoJiak) Ta6/1eTKH, AHCHEPrHPYEMbIE B noJioctn pra, 10 mr

JuneH3us Ne

Market / Poinok : Russia / Poccus - -
Batch No / ) Batch Quantity / ~36,00,000 tab /

Cepus Ne PEstast O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003243643 Date of Analysis / - 99.12.2025
AHajguTHYecKHi oTyeT No Jata anannza

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JaTa npousBoacTBa T'ogen oo

Mfg. License No. / MA number: /

IIpousBoacTBenHasn : MNB/05/263 Homep PY : JII-Ne(004669)-(PT"-RU)

Analysis performed according ND: / Anamus nposeaen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page2 of 11/ Crp. 2 311

- No |

Test / ITokazarean
No

Results / PesyabTaTnl

Specification / Hopma

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 ynepxuBaHHA OCHOBHOIO IIMKa Ha

XpOMaTorpaMMe  HCHbITYeMOro pacTBopa
JOJIXHO COOTBETCTBOBATb BPEMEHH
YIEpXXKHBAHHUS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIapTHOTO

obpaslla KeTopojaka TpOMETaMHHa (pasfen
«KonuyecTBeHHOE ONpeeieHUeE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITponykT cooTBeTCTBYET TpeboBanusm H]I Jaxmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Iloaroroeneno: Pravesh 4 |[[Iposepeno: Pardeep |[[Tposepeno (AOK): ||Onobpeno: OGecneuenne kadecTsa/OTBETCTBEHHOE
Rana 7 [|[Kumar Amit Kumar JTHLO:

cLﬂ \ ., /_;'\ @)

P { -_— )

Date / Date / Date / Date / 99-12- e
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 49G0 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-56

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

CERTIFICATE OF ANALYSIS " o0 oo o)

CEPTUOHKAT AHAJTA3A www.drreddys.com

Product : Ketorol Express_(ketoro_lac) Orally Disintegrating Tablets 10 mg -
IIpoaykT: Keropon® Dxenpecce (keroposiak) Tab/1eTKH, AMcneprapyemsbie B 00J10CTH pTa, 10 Mr ]
Market / PriHok :Russia / Poccus o
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne t V2802896 O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ . 040003243643 Date of Analysis / . 29.12.2025
AHaguTH4ecKHH oT4eT Ne Jara anain3za |
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
Jara npoM3BoacTBa T'onen po
Mfg. License No. / MA number: /
IIpousBomcTBeHHAsS : MNB/05/263 ) . JITI-Ne(004669)-(PT-RU)
Homep PY
JHneH3usa Ne
| Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(004669)-(PT-RU)-190224
[ PIL version approved: / HucTpykuns yreep:kaena: 21.04.2025 |

Page3 of 11/ Crp.3 n3 11

No
No

Test / [loka3aTennb

Results / PesyabTaThl Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuson

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). /
BpemeHna YOEpKUBAHUSA TTUKOB 2-
GyTUNTUAPOKCHAHN301a u 3-
GYTUITHAPOKCHAHW3071a HA  Xpomarorpamme
HCIBITYEMOTO pacTtBopa JOJDKHBI
COOTBETCTBOBATh  BpPEMEHaM  yJepKHBaHUA
OHKOB  2-OyTHArMApOKCHaHuM3ona U 3-
OYTWITHAPOKCHAHM30JIa HAa  XpoMarorpaMme
pacTBOpa CTaHAapTHOTO o6pasua
6yruwiruapokcuanuzona (paszaen «CopepxaHHe
OYTHITHIPOKCHAHU30JIa).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hara: 29.12.2025

IMpumeuanue: [IpoxykT cooTBeTCcTBYET TpeboranusiM H/J 3akmwodenue: OJJOBPEHO
Prepared by / Checlked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrotosneno: Pravesh ,) [|Iposepeno: Pardeep |{[Tposepeno (AOK): |[Omobpeno: Obecneuenne kadecTsa/OTBETCTBEHHOE
Rana : / Kumar Amit Kumar JIULO:

g ci/ N @

J _ A
Date / Date / Date / Date / 29. 1nr262€

Hata: 29.12.2025

Jara: 29.12.2025 Hara:

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@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS .. ,91 93166 56001-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
Hponykt: Keropoa® Ikenpecc (keToposak) Tab/ieTkH, AMcneprupyeMble B 0J0CTH pTa, 10 Mr B -

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~36,00,000 tab /

Cepust Ne V2502456 Oo6bem cepun ©36,00,000 Tab

Analytical Repovrt No/ . 040003243643 Date of Analysis / . 99.12.2025

AHajguTHHecKHI oTyeT Ne Jara ananuza

Date of Manufacture / - 12/2025 Date of Expiry / - 1172027

Jara npoM3BoacTBa T'ogeH mo

Mifg. License No. / MA number: /

IIponsBoacrBeHHan : MINB/05/263 : . JII-Ne(004669)-(PI'-RU)

Homep PY

JHneH3ns Ne -

Analysis performed according ND: / Ananus nposegen no H/I: JIII-Ne(004669)-(PT-RU)-190224

| PIL version approved: / MucTpykuus yreep:kaena: 21.04.2025

Page4 of 11/ Crp. 4 3 11

i.:) Test / ITokazaTtens Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpeauss 69.6 mg / 69,6 Mr 67.2mg to 72.8mg (70.0mg =+ 4.0%). /
macca Ot 67,2 Mr go 72,8 mr (70,0 Mr £ 4,0 %).
18/20 tablets - not more than + 10 %;
. . . 2/20 tablets - not more than =+ 20 %. /
gmformlty pRLtnY Complies / CooTBeTCTBYET 18/20 Tabnetok — He Oonee £ 10 %;
A e 2/20 Tabnetok — He Gonee £ 20 %.
4 Disintegration time / 00 min 35 sec / 00 muH 35 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocrnb
5 Dissolution / PacTeopeHue Unit-1/ Tabn-1 102 % Not less than 75 % (Q) of CisH13NO3*C4H; 1 NO;
. (ketorolac tromethamine) in 15 min. / He MeHee
Onit=C, a0 98% | 75% (Q) CisHiNO3CsHINO; (keToponaka
Umt 3/ labn 3 TR TPUMETAMIAHY Uepes 18 MUH,
Unit-4 / Ta6a-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCTBYeT TpeboBanmsaM HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[lonrorosniero: Pravesh ,/ |[Tposepeno: Pardeep  |{[Tposepero (AOK):  |[OnoGpero: Obecneuenne kauecTra/OTBETCTBEHHOE
Rana .v‘/ Kumar Amit Kumar JTULO! .
C:-Ef/ . ™ @

_ A
Date / Date / Date / Date / 24-12 202K~
Hara: 29.12.2025 Harta: 29.12.2025 Hara: 29.12.2025 Jara:

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

Tei: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel - 491 98166 56001-02

CEPTHOHKAT AHAJIN3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpecc (keroposiak) TabjeTKH, AMcHeprupyeMsie B moj0ctu pra, 10 mr

]

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~36,00,000 tab /

Cepusi Ne V2502456 O6bem cepun " 36,00,000 Tab

Analytical Repog't No/ - 040003243643 Date of Analysis / . 29.12.2025

AHaJHTHYECKHH oTyeT No Jlara anaan3za

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JlaTa npon3BoacTBa I'open mo

Mifg. License No. / MA number: /

IIpouzBoacTBennasn : MNB/05/263 ’ : JITI-Ne(004669)-(PT-RU)
Homep PY

adauen3ua Ne

Analysis performed according ND: / Auann3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page50f 11/ Crp.5 u3 11

I;.:) Test / [lokasaTennb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHoCTh sieve is formed. / O6pasyerci oaHOpoaHas
CYCNEH3Hs, MpOXOIAllas CKBO3b CUTO C
pasMepoM oTBepcTUit 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcHaHanor

Below LOQ (LOQ = 0.0032 %)

/ Hmxe npenena

KOJIMYECTBEHHOT'O ONPEACNIEHNUA

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

cyMMa Npumecei

KeTopoJsaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / ue 6onee 0,8 %;
1-KeToaHalor KeTopoJiaka
unidentified impurity / 0.03 % not more than 0.5 %; / ne 6onee 0,5 %;
eAMHIYHAs
HeUJEeHTUGUIUPOBaHHAS
OpHMCCh
 total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHmsaM HJJ

Conclusion : APPROVED /
3aknmwouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[TonroTosneno: Pravesh IMposepeno: Pardeep  ({[TIposepeno (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana sic Kumar Amit Kumar JIALO: @?
c::-f—"_’ i\ - =
i
Date / Date / Date / Date / 29 22028
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 49G0 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s €3¢

Product : Ketorol Ex;;es_s (ketorolac) Orally Disintegrating Tablets 10 mg

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd},
Distt. Solan, H.P., 173 205, INDIA
Te! : +91 98166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Hpoaykr: Keropoa® Jxcnpece (keTopo1ak) TaG/1eTKH, ANCIEPrHPYeMbIe B 110JOCTH pTa, 10 Mr -

Market / Prinokx :Russia / Poccust

Batch No / ) Batch Quantity / ~36,00,000 tab /

Cepusa Ne - V2502496 O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003243643 Date of Analysis / . 99.12.2025

AHanuTH4eckHii oTuer Ne Jata anaan3a

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

Hara npomsBoacTBa - T'onen no

Mifg. License No. / MA number / :

IIpousBomcTBeHHAR : MNB/05/263 i . JITI-Ne(004669)-(PT'-RU)
Homep PY

JHIeH3HT Ne

Analysis performed according ND: / Ananu3 nposeaéﬂ no HJI: JIIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuns yrBep:xaeHa: 21.04.2025

Page 6 of 11/ C1p. 6 m3 11

i.:) Test / [ToxazaTennb Results / PesyabTarTst Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
Coaepxanue BOIbI He 6onee 7,0 %.

9 Residual solvents / OcraToyHble OpraHn4ecKHe pacTBOPHTEIH
Isopropyl alcohol / 4 ng/tab / Not more than 350 pg/tab. /
Uzonponanon 4 Mxr B TabieTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/

TTpumeuanue: Ilpoxykt coorBeTcTBYET TpebopanusiM H/L

Conclusion : APPROVED /
Jarimwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[onrotosneno: Praveshy [Iposepeno: Pardeep ||[[Tposepeno (AOK): |[OnobGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana _ Kumar Amit Kumar JHILLO;

/. ' " A\ @,

P - P s
Date/ Date / Date / Date / 2912 D08~
Hara: 29.12.2025 Hara: 29.12.2025 JHara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L&5195AP1984PLCO04507

www.drreddys.com




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

Se
Dr. Reddy’s ‘.Q. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS .- 191 98166 5600102
CEPTU®UKAT AHAJM3A  yww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropoa® Ixcnpece (keropoiak) TabaeTkH, AucHeprupyemMsie B HoJiocTs pra, 10 mr

Market / Puinok :Russia / Poccus o -

Batch No / ) Batch Quantity / ~36,00,000 tab /

Cepusn Ne Vet O6beM cepHH " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003243643 Date of Analysis / . 99122025
AHaguTHYecKHii oTyeT Ne JaTta aHanu3a

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JaTta npoH3BOACTBA  T'ogen no -

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 : : JII-Ne(004669)-(PT-RU)

Junenzus Ne | Homep PY

Analysis performed according ND: / Auaau3s nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Page 7of 11/ Crp. 7 m3 11

1}‘? Test / Iloka3aTennb Results / PesynbTaTsl Specification / Hopma
10 Microbiological purity*/ Mukpotuonorudeckas 4ncrora*
Total Aerobic Microbial NA not more than 10° CFU/g; / | o
Count / o611iee uuciio He 6osee 10° KOE/r;
a3poOHBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10?> CFU/g; /
mold count / o61iiee yrco He 6onee 102 KOE/r;
IPOROKEBBLIX U TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHocTh 35 ITokazaTtenps npuemieMocT (4V) gomxkeH 6bITh
D03UPOBAHHBIX €IHHHL ) He Gonee 15.0.

!

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [poaykT cooTsercTBYeT TpeboBanusam HJT 3akatouyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ioarotosneno: Pravesh // |[Tposepeno: Pardeep  ||[Iposepeno (AOK): ||Onobpero: Obecneyenue kayecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIULO: @

e/\ .

— | M

Date / Date / Date / Date / 0912 Le2C
Jara: 29.12.2025 Jara: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tol : +21 98166 56001-02

CEPTHO®HUKAT AHAJIU3A www.drreddys.com
|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 ;ng
IpoaykT: Ketopoa® Jxenpecc (xeTopoak) TabieTkH, ANcHeprupyemble B 0J0CTH pTa, 10 mr |
Market / Prinox :Russia / Poccns - |
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepusa Ne REE Ob6bem cepun " 36,00,000 Tab
spmalifical B eponeiNey - 040003243643 Date of Amalysis/ —, 59 15 7925
AHaIMTHYEeCKMii oTyeT Ne HaTa anannsa ]
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
Jara npousBoJcTBa Togen go |
Mfg. License No. / MA number: /
IIpousBoacTBeHHast : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY
nanensus Ne
Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
| PIL version approved: / Hucrpykuns yreepxaena: 21.04.2025

Page 8 of 11/ C1p. 8 m3 11

1;.00 Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOE 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpeaesieHue (100.5 %) Ci5H;3NO;3C4H;1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / ot 9,0 Mr hi(o) 11,0 Mr
C15H13N03'C4H11NO3 (KeToponaKa
TpometamuH) (oT 90,0 po 110,0 % ot
3as1BJICHHOTO KOJIMUECTBA) B TabJeTKe.
13 Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0983 mr B Tabnetke He menee 0,042 mr B Tabnetke.
OYyTHJITHAPOKCHAHH30]1a

Remarks : The Product confirms to ND/
TMpumeyanne: [IponykT cootBeTcTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3akmoyedue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
TMonroroeneno: Pravesh , ||[[TpoBepeno: Pardeep  ||[Iposepeno (AOK): |[Omobpeno: Obecneuenre kayectBa/OTBETCTBEHHOE
Rana ,/ Kumar Amit Kumar JHLO: @
A
7 -
kel
Date / Date / Date / Date / Q/Qrwrﬁé%’
Hata: 29.12.2025 Hara: 29.12.2025 Jlara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel: +91 88166 56001-02

CEPTUDUKAT AHAJIU3A

www.drreddys.coim

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

IIpoaykT: Keropoa® Jxcnpece (keropoJak) TabiaeTKn, AHcneprupyemslie B M0J10CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus - ]

Batch No / ) Batch Quantity / ~36,00,000 tab/

Cepust Ne U B e s Oo6bem cepHH © 36,00,000 Tab

Analytical Repovrt No/ - 040003243643 Date of Analysis / . 99.12.2025

AHanuTHYecKHi oTyeT Neo JlaTa anannza

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

Jara npousBojacTBa T'ogen go

Mifg. License No. / MA number: /

I pouzBoacTBeHHast : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

JHLeH3sus Ne

Analysis performed according ND: / Auanus npoeenen no H/: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyknus yreepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 m311

No
No

Test / Iloka3aTennb

Results / PesyabTaTsl

Specification / Hopma

14

Package description /
OnucaHue ynakoBKu

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 Tabnerox B
6mucrepe w3z (ITA/AJIIID ¢
BiaronoriotuteneM/I1OBII)
donsru // (II3/AJT) doneru. o
2 6nucrepa BMecTe C JIHCTKOM-
BKJI/IbIIIIEM B nayKy
KapTOHHYIO.

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 Tabnerok B OiucTepe u3
(TIA/AJI/ID ¢ Bnaromornotutesem/I13BIT)
donvru // (IID/AJ1) ¢onern. Mo 1 wmm 2
61ucTepa BMECTE C JIMCTKOM-BKJIQIBILUEM B
Ma4yKy KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Puvrity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* JIpu BBITyCKE JIEKapCTBEHHOO NpenapaTa KOHTPOJIb Ka4yecTBa 1o nokasaresio «MuKpoGHoaoruyiccKas
YUCTOTA» NMPOBOANTCH A1 Kaxaoil 20-0ii cepuu, UK AJisl OAHOH cepUH B roji, B 3aBHCHMOCTH OT TOro0, YTO
HACTYNUT paHbILE.

Remarks : The Product confirms to ND/

IIpumeuanue: I[IpomyKT cOOTBETCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Monrortosnero: Pravesh / |[[Iposepeno: Pardeep ||[1poBepero (AOK): [|OnoGpero: Obecnedenne kadecTBa/OTBETCTBEHHOE
Rana // Kumar Amit Kumar SN0

P~ Qt»-’f ]\ s / g
Date / Date / Date / Date / 99010 r 20K
Hara: 29.12.2025 Hara: 29.12.2025 Jara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘:’

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

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

CERTIFICATE OF ANALYSIS 1., 191 98166 56001-02
CEPTU®UKAT AHAJIA3A . drreddys.com

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

Hpoxykr: Keropon®” Dxcnpece (keroponak) TabieTky, Iucneprapyemsie B HoJocTu pra, 10 mr -

Market / Peinok :Russia / Poccus -

Batch No / _ Batch Quantity / ~36,00,000 tab /

Cepusa Ne - V2502496 O6bem cepuH © 36,00,000 Tab

Analytical Repovrt No/ . 040003243643 Date of Analysis / . 29.12.2025

AHanuTHvecKHui oT4eT Ne Jara anaau3a

Date of Manufacture / - 12/2025 Date of Expiry / - 1172027

Jlara npon3BoAcTBa I'onen 1o -

Mfg. License No. / MA number: /

ITpouszBoacTBeHHast : MNB/05/263 ’ ¢ JII-Ne(004669)-(PT-RU)
Homep PY

JHUEeH3Hs Ne -

Analysis performed according ND: / Auaan3s nposenen no HJI: JITI-N2(004669)-(PT-RU)-190224

PIL version approved: / Mucrpykuns yreepxaena: 21.04.2025 B

Page 10 of 11/ Crp. 10 m3 11

API name / HanmenoBanue ADC:
INN / MHH:

Ketorolac tromethamine / Keroponaka TpomeTaMMH
Ketorolac / Keroponak

API manufacturer batch number /

TJIP:

Homep cepun npon3poanteias ADC: ABSHO00N605
FP Manufacturer API Batch number /
Homep cepun cy6cTaHIHM NPOH3BOAHTEIS FESA00218

API Manufactured by & country /
IIpousBoantens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc Jitn., Unaus

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

HaumMenoBanue, aapec, JHIEH3HA 1A
TpoussoacTBeHHas miomanka / Ilnomanka
KOHTpOJIA KadecTsa / Ilomaaka Belycka

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

H-p Pernu’c Jlaboparopuc JIta., Uanud, IlpouspoacTBeHHOE
noapazaeneHue-6, Bumi. Kxons, Hanarapx Poya, bagau, Juctpukr

Conan, X.IL, 173205, Uunus (nuuensus Homep MNB/05/263)

Decclaration of certifieation: «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/ Conclusion : APPROVED /
IIpumeuanue: [IponyKT cooTBeTCTBYET TpeboBanmAM H/J 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[loarotoeneno: Pravesly  [|[Iposepeno: Pardeep |[[Ipoeepero (AOK): ||{OmoGpeno: Obecrieuenne kadecTea/OTBETCTBEHHOE
Rana ; Kumar Amit Kumar JIHo:
= | —
Date / Date / Date / Date / 0D9-12c202¢
Hara: 29.12.2025 Jara: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@e
DI'. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS /. 9193166 56001-02

CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Expl;sg (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Ikenpece (KeTopoJak) TabaeTKH, JHCIEPIUPYEMbIE B I0JOCTH pTa, 10 Mr - _
Market / Poinok :Russia / Poccus ]
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepust Ne V20200 O6Bem cepun © 36,00,000 Tab
Analytical Repourt No/ . 040003243643 Date of Analysis / - 99.12.2025
AHanurn4eckuii oryer Ne JlaTa aHajH3a
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
JaTa npousBoacTBa T'ogen no
Mfg. License No. / MA number: /
IlpouseoacTBeHHAn : MNB/05/263 : . JIII-Ne(004669)-(PT-RU)
Homep PY
Juiensus Ne
Analysis performed according ND: / Ananus npoeenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreep:xaena: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11
3aka04ueHHe 0 cooTBeTcTBHH: «HacTosAmuM s MOATBEPIKIAI0, YTO MpPUBEICHHAS Bblle HHGOPMAIIUS ABJISETCI
JIOCTOBEPHOM U TOYHOH. DTa cepHs IMPOAYKLIUHU NpoU3BeAcHA (BKIIOYass YMAaKOBKY (MapKHPOBKY) M KOHTPOJb
Ka4ecTBa) Ha BBICYKAa3aHHOH IIPOM3BOJACTBEHHON IUIOMIAAKe (IUIONIAKaX) B IIOJHOM COOTBETCTBHH C
TpeboBaHuaMu [IpaBun Hajuiexamed NPOU3BOJCTBEHHON NpakTHKH EBpasHiiCKOro 3KOHOMHYECKOTO COI03a U
TpeOOBaHUAMH KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPENCTB, a TAaKXKe B COOTBETCTBHH CO CIICHH(PUKAIMAMM,
COJEPIKALUMHUCS B PETHCTPAIlMOHHOM JIOChE CTPaHbI-UMIIOpTEpa. 3allUCH MO IIPOU3BOJICTBY, YIIAKOBKE H aHATH3Y
IIPOBEPEHDLI, ¥ YCTAaHOBJIEHO MX COOTBETCTBHE TpeboBaHusaM [IpaBun Hammexanied MpoU3BOJACTBEHHOM MPaKTHKH
EBpa3uiickoro 3KOHOMHUYECKOTO COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: TIpogykT cooTBeTCTBYET TpeboBaHusIM HJI 3axnwuenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotosneno: Pravesh , (|[Iposepero: Pardeep  (|[Iposepeno (AOK): ||Onobpeno: Obecneyenue kadecTsa/OTBETCTBEHHOE
Rana '/ : Kumar Amit Ir(umar . JINLO: @)

é— c:-t/' N // -~

— 4 {

Date / Date / Date / Date / 297))~2024"
Hata: 29.12.2025 JHara: 29.12.2025 Jarta: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



