Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpecc (keToponak) Tab/ieTKH, AMCHEPrupyeMble B MOJ0CTH pTa, 10 Mr

Market / PpiHok :Russia / Poccus

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

Cepust Ne  ¥2elllio0 O06bem cepun " 36,00,000 Tab

Analytical Repourt No / . 040003362190 Date of Analysis / - 14.04.2026

AnaguTuvyeckHii oryer Ne JlaTa anaau3za

Date of Manufacture / - 03/2026 Date of Expiry / - 02/2028

Jlara npou3zBoAcTBa I'ogen no

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Anasus nposenen mo H/: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreepaxaena: 21.04.2025

Page1of 11/ Crp. 1 u3 11

No ; ;
N Test / [loka3aTennb | Results / PesyabraTbl 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. / Kpyribie nnockue
side. / KpyrJble miockue TabneTkn ¢ (ackol, CBETIO-KENTOro LBETAa C
TabJIeTKU ¢ pacKko, CBETIO- TpaBUPOBKOI1 «I» Ha oIHO cTOpOHE.
XKEJITOTO LIBETA C TPABUPOBKOM
«l» Ha OJ(HOM CTOpOHE.
2 Identification / Uaentnduxauuns

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y@-
CIIEKTPbI MOTJIOLIEHHS HCILITYEMOT0 PacTBoOpa 1
pacTBopa CTaHOApPTHOro o6pasla KeTopojaka
TpOMETAaMUHA AODKHBI MMETh MaKCUMYyMbI MpH
OJIHOM U TOU e IIUHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoaykt cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Shagun fIpoBepeno:Pravesh ITpoeepeHo (AOK): ||Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE
- Rana 4 Amit Kumar AHLO: p
. /\,»\ )Ql/uuo/
/
Date / Date / Date / Date /
|Hara: 14.04.2026 Jlata: 14.04.2026 Jara: 14.04.2026 Jara: A/: £ L/f Nk

—

==X 0 _~ W

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxcnpece (KeTopoaak) TabneTky, Incneprapyemble B M0JIOCTH pra, 10 mr

Market / PeIHOK :Russia / Poccns

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

Cepusi Ne i O0bemM cepuu " 36,00,000 Tab

Analytical Rep0ft No/ . 040003362190 Date of Analysis / . 14.04.2026

AHanuTH4ecKHii oTueT Ne Jarta ananan3za

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npoH3BoJCTBAa T'onen no

Mfg. License No. / MA number: /

Ilpon3BoacTBEHHAR : MNB/05/263 ) . JIII-Ne(004669)-(PT'-RU)
Homep PY

auneH3us Ne

Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yrBepxknaena: 21.04.2025

Page2 of 11/ Crp. 2 m3 11

No

Test / IToxa3zarennb
No

Results / PesyabTaThl

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 yaep>XHBaHHsS OCHOBHOrO IMHKa Ha

XpOMAaTorpaMMme  HCIBITYEMOro  pacTBOpa
JOJDKHO COOTBETCTBOBATh BPEMEHH
YIepXKUBAHUS OCHOBHOTO nuKa Ha
XpoMaTorpaMMme  pacTBopa  CTaHAApTHOTO

obpasla Keroposiaka TpoMeTaMuHa (pas3nen
«KonuyecTBEHHOE ONpEIeNIEHHEN).

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBanuam HJT

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonrotoeneno: Shagun [Tposepeno:Pravesh [Tposepeno (AOK): ||OmoOpeno: Obecneyenye kauecTga/OTBETCTBEHHOE
. Rana Amit Kumar JIUILIO: Y|
T A F\”
il a
Date / Date / Date / Date / Gy
Jlata: 14.04.2026 Nara: 14.04.2026 Tlata: 14.042026  |[/lara: ! j/\ , (()\;{ MNA.

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘;’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!l, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Jxenpece (keTopoJiak) TalieTku, AUCIEPrupyembie B 0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepns Ne V2000736 O6nbeM cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003362190 Date of Analysis / . 14.04.2026

AHanuTndyeckuii oTueT Ne Jara anannza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoJcTBA T'onen o

Mfg. License No. / MA number: /

IIponszBoacTBeHHAA : MNB/05/263 ) : JII-N2(004669)-(PI'-RU)
Homep PY

Juuenzusd Ne

Analysis performed according ND: / Ananus npoeaen no H/: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreep:kaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

Results / PesynsTaThl

Specification / Hopma

No Test / [Toka3zaTennb
Ne
Butylhydroxyanisole /
Bymuneuopoxcuarnuszon

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). /
Bpemena YAEPKUBAHUA TTUKOB 2-
OyTHITHAPOKCHAHU30JIA " 3-
OyTWITMAPOKCHAHU30JIa Ha  XpoMaTorpamMMe
UCIIBITYEMOTO pacTBOpa JIOJKHBI
COOTBETCTBOBATh  BpEeMEHaM  YAepKHBaHUs
NUKOB  2-OyTWirMipokcuaHmzona W 3-
OyTWJITMAPOKCHAHM30JIa HA  XpoMaTorpaMme
pacTtBopa CTaHIapPTHOTO obpasua
6yTunruapoxcuanuzona (pazgen «Coaep:xaHue
O6yTWIrHApOKCUAHH30MaR).

Remarks : The Product confirms to ND/

IMpumeuanue: Ilponykt cooTBercTByeT TpedoranusM HJJ

Conclusion : APPROVED /
3akmouenne: OOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[loarorosneno: Shagun [Tporepeno:Pravesh [Iposepero (AOK): [|OmobpeHo: Obecnieuenne kauecTsa/OTBTCTBEHHOE
CZ) Rana ; Amit Kumarr//‘ JIULIO: \/8\1 Cx X j
/
—_—
: £
Date / Date / Date / Date /
Tlara: 14.04.2026 Jlata: 14.04.2026 Jlata: 14.04.2026 Jlara: - (O\jf;, ) .
z 7

=

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

CIN: L85195AP1984PLC004507
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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopoa® Dkcnpece (keTopoJiak) Ta6JaeTKH, AUCHEPrUpYyeMble B IOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepnsa Ne V2600756 O0nem cepru " 36,00,000 Tab

Analytical Repourt No/ . 040003362190 Date of Analysis / . 14.04.2026

AHAJTUTHYeCKHH oTUeT No HJarta anaau3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Jara npoussoacraa Togen go

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JITT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Unctpykuus yreep:kaena: 21.04.2025

Page4 of 11/ Crp.4m3 11

1}? Test / IloxazaTens Results / PesynbTaTsl Specification / Hopma
3 Average weight / Cpennsst 69.9 mg /69,9 mr 67.2mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr no 72,8 mr (70,0 Mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Unif itv of weight / 2/20 tablets - not more than * 20%. /
Om OFIZLY of Welz Complies / CooTBeTCTBYET 18/20 Ttabmerok — He Oomee £ 10 %;
AHOPOAHOETE: MACELT 2/20 Tabnetox — He Oonee + 20 %.
4 Disintegration time /
Pacnagaemoctsb
00 min 38 sec / 00 muH 38 cek Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTeopeHue Unit-1/ Ta6a-1 99 % Not less than 75 % (Q) of CisH3NO3*C4H1NO3
. (ketorolac tromethamine) in 15 min. / He MeHee
_ & 1)
Unit-2 / Ta6a-2 9% | 759 (Q) CisHiNOsCsHNO; (ketoponaka
Unit-3 / Ta6bn-3 99 9, TpoMeTaMuH) yepe3 15 MuH.
Unit-4 / Tabn-4 94 %
Unit-5 / Ta6a-5 95 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykt cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Noarorosneno: Shagun [Tpoepeno:Pravesh Iposepeno (AOK):  [|Onobpeno: Obecneuenue kayecTsa/OTBETCTBEHHOE
) _ Rana Amit Kumar " JHLO: \,LE\)\,((\,L)O
-~ N
Date / Date / Date / Date / q
Jlara: 14.04.2026 Tlata: 14.04.2026 Ilata: 14.04.2026  ||/fara: . C-.(O A
= ==

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s Q..o.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keToposak) TabaeTkH, AMCIeprupyeMbie B NoJ10CTH pTa, 10 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne SR O6bem cepun " 36,00,000 Tab
syt Sapont- Ko © 040003362190 e e © 14.04.2026
AnanuTHyeckuii oruyer Ne JaTta ananuza

Date of Manufacture / . 03/2026 Date of Expiry / - 02/2028

JlaTa npou3BoacTBa T'ogen po

Mfg. License No. / £ T —

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

Jguuenzus Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yrBepxaena: 21.04.2025

Page S of 11/ Crp. Su3 11
i.f Test / Iloka3zaTenab Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 um
JducnepcHoCThb sieve is formed. / O6pasyercs onHopoAHast
CYCMEH3Ms, TIPOXO/LIas CKBO3b CHTO C
pasMepoM oTBepcTHi 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
l-ruapokcraHanor

Below LOD (LOD = 0.0010 %)
/ Hixe npenena oGHapyKeHust
(ITO = 0,0010 %)

not more than 0.5 %; / ne 6osee 0,5 %,;

2

KETOpOJiaKa
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ue 6osee 0,8 %;
1-keToaHanor KkeTopoJaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
€AWHN4YHasa
HenaeHTUHUIIMPOBAHHAS
NpHMeCh
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
CyMMa IpHMeEceH

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

IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboranusM HJJ 3akawuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[Toarororneno: Shagun [IposepeHo:Pravesh [Tposepeno (AOK): |[Omobpeno: Obecneyenue Kaqﬁma/O*me CTBEHHOE

Rana Amit Kumar JIMLO: Cl_/\é

Ruiv

P a

4
/
Date /

Ilata: 14.04.2026

Date /
Hara: 14.04.2026

Date /

Hara: 14.04.2026

Date /
Hara: (\ k

| ¥ila

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04A507
www.drreddys.com




Dr.Reddy’s ":’O

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropoa® Dxcenpece (keTopo.aak) TabieTKH, AHCIeprapyeMbie B MoJ10cTH pra, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / - 36,00,000 tab /

Cepusi Ne + V2600756 O0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003362190 Date of Analysis / . 14.04.2026

AHannTHyeckuii oTyeT Ne Jlara aHasu3a

Date of Manufacture / - 03/2026 Date of Expiry / - 02/2028

Jata npousBoacTBa Togen o

Mfg. License No. / L T —

IIpousBoacTBeHHas : MNB/05/263 H ) . JII-Ne(004669)-(PT-RU)
omep PY

JHUeH3us Ne

Analysis performed according ND: / Ananus nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yrBepxaena: 21.04.2025

Page 6 of 11/ Ctp. 6 3 11

I;.:) Test / IlokasaTenan Results / PesynbTaThl Specification / Hopma

8 Water content / 23% Not more than 7.0 %. /
CopaepxaHue BOABI He 6onee 7,0 %.

9 Residual solvents / OcTaToyHble OpraHuuecKHe pacTBOPHUTEIH
Isopropyl alcohol / 6ug/tab / Not more than 350 pg/tab. /
HzonponaHon 6 MKr B TabneTke He 6onee 350 Mkr B Tabnetke.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoxykT coorBeTcTBYET TpeOoBanusM HJL

Conclusion : APPROVED /
3aknwuyenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroToenexo: Shagun [Tposepeno:Pravesh I[Tposepeno (AOK): ||Ono6peno: Obecnevyenue kayectsa/OTBETCTBEHHOE
Rana Amit Kumar JIMLO: L/\D
S N W\/c
= {\ e N
Date / Date / Date / Date /
Jara: 14.04.2026 Hata: 14.04.2026 Jara: 14.04.2026 Hara: W;éﬁ )\-'f ) ZZ’*
~

&

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: maii@drreddys.com
CIN: L85195AP1984PLCO04507

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

CEPTU®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropoa® Dkcnpece (keTopoJiak) Tab1eTKH, AHCIEPrupyeMble B OJIOCTH pTa, 10 Mr

Market / Prinox :Russia / Poccust

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

Cepusi Ne ¢ Y2500726 O6beM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003362190 Date of Analysis / - 14.04.2026

AHAJIUTHYECKHMIT oTueT Ne JlaTa ananunsa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa mpou3BoAcCTBA Tonen po

Mfg. License No. / MA number: /

IpoussojcTBeHHAast : MNB/05/263 H ) : JII-Ne(004669)-(PT'-RU)
omep PY

JuneHsus Ne

Analysis performed according ND: / Ananuz nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuns yreepxiena: 21.04.2025

Page 7 of 11/ Ctp. 7 u3 11

1;00 Test / [loka3aTean Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ MukpoOuosornyeckast yucrora*
Total Aerobic Microbial Less than 10 CFU/g / not more than 103 CFU/g; /
Count / ob1iee yucio Menee 10 KOE/r He 6onee 10° KOE/r;
a3p0oOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and Less than 10 CFU/g / not more than 10? CFU/g; /
mold count / obuiee uucno Menee 10 KOE/r He 6onee 10?2 KOE/r;
JPOMOKEBBIX U IJIECHEBBIX
rpubor
Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OtcytcTByeTB 1 T oTcyTcTBUE B 1 T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OnxoponHoCTh 43 [Toka3artens npuemneMocTs (AV) nomxeH 6bITh
JIO3HPOBAHHBIX ¢IHHHL ' He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanmne: [IpoaykT cooTBeTCTBYET TpeboBaHusIM H/J 3akaoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITonrorosnexo: Shagun [TpoeepeHo:Pravesh [Tposepeno (AOK): [|OnobpeHo: 06ecr[e!{e1-n/1§b KauecTBa/OTBETCTBEHHOE
§L Rana Amit Kumar : JIMLIO: F"u \ (A
==
= 4
il ,
Date / Date / Date / Date / oy ]
Jara: 14.04.2026 Jata: 14.04.2026 Hara: 14.04.2026 Hara: \ / o

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, Inaia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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,
Distt. Solan, H.P., 173 205, INDIA

CEPTUPUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Ixcnpece (keToposiak) TabiieTku, AMCIEeprupyemMble B M0JI0OCTH pra, 10 mr

Market / Poinox :Russia / Poccust

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne ' V?600756 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003362190 Date of Analysis / . 14.04.2026

AHanuTHYecKHii oTyer No Jara anasu3za

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoaCTBa I'ogen go

Mfg. License No. / MA sipiler: 1

IIpousBoacTBEeHHAN : MNB/05/263 ) JHI-Ne(004669)-(PI'-RU)
Homep PY

Junen3us No

Analysis performed according ND: / Ananuz nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyxknus yreep:kaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

1;:) Test / IlokaszaTesn Results / PesyabTaTsi Specification / Hopma
12 Assay / KoiimuecTBeHHOe 9.9 mg/9,9 mMr From 9.0 mg to 11.0 mg of
onpejesieHue 99.4 %) CisH13NO3*C4H|1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 M o 11,0 mr
C15H13NO3°C4H1 1N03 (KeToponaKa
TpomeramuH) (ot 90,0 pmo 110,0 % ot
3asBJIEHHOTO KOJIMYECTBa) B TabJeTKe.
13 Butylhydroxyanisole 0.0959 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0,0959 mr B TabneTke He menee 0,042 mr B TabneTke.
Gy THATHAPOKCHAHM30JIA
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: IIponykr coorBeTcTBYET TpebopaHusaM HJL 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarotoBneHo: Shagun IposepeHo:Pravesh [Tpoeepeno (AOK): ||Onobpeno: ObecneueHue kauectra/OTRETCTBEHHOE
Rana P Amit Kumar TULO: QLU u C\_L/(S
qZ/ . i \
= A
Date / Date / Date / Date / 1
Hata: 14.04.2026 Hara: 14.04.2026 Hara: 14.04.2026 Jara: ff\f{ ?_\O'LL,

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

CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.

@
? °@® Formulation Unit-6
Dr‘ Reddy S ‘-. Vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS e
CEPTUOHUEKAT AHAJN3A Tel 4 +30

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

98166 56001-02

www.drreddys.com

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

Hpoaykr: Keropoa® Ixcnpece (keToposiak) TabjeTku, JcHeprupyemMble B MojaocTu pra, 10 mr

Market / Prinox :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne ¥l O0nem cepun " 36,00,000 Tab

Analytical Repovrt No / . 040003362190 Date of Analysis / - 14.04.2026

AHanuTH4ecknii oryer Ne Jara anasmn3za

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTta npou3BoacTBa Togen no

Mfg. License No. / MA number: /

IMpouszBoncTrBeHHAN : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)
Homep PY

Juuenzus Ne

Analysis performed according ND: / Auanau3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Uncerpykuus yreepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

foil. 2 blisters with patient | carton pack.
information leaflet in a carton | (TTA/AJIIID

tdonwru // (II3/AJI) ¢onsru. Io
2 6aucTepa BMECTE C JUCTKOM-
BKJIAJBIIIIEM B nayky
KapTOHHYIO.

1;.:) Test / [lokazaTe/b Results / Pe3ynbTaTsl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNaKoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a

/ Tlo 10 TabneTok B OmucTepe W3
¢ Brnaronorjorureiem/IIDBIT)

pack. / Ilo 10 Tabnerox B | donsru // (II3/AJI) donpru. Ilo 1 umm 2
onucrepe w3 ([TA/AJI/ITD ¢ | Gunucrepa BMecTe C JIMCTKOM-BKJIAfbIILIEM B
Bnaronornotutenem/I[13BI]) Na4YKy KAPTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.

* TIpu BLIMYCKe JIEKAPCTBEHHOT0 NMpPenapaTa KOHTPOJb KayecTBa Mo nokasaresio « Mukpobuosoruieckas
YHCTOTA» MPOBOAUTCH AJIA Kaxaoi 20-0ii cepyn, WU AJ1sl ONHOI CEpUN B TON, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYNMT paHbLUe,

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

[Mpumeuanne: Ilpoaykt cooTBeTcTBYET TpedoBaHusiM HJT 3akmwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[ToaroTosneHo: Shagun [Tposepeno:Pravesh [Tpoeepeno (AOK): ||Onobpeno: ObecneueHue Kau?gma/Ome CTBEHHOE
Rana - Amit Kumar JIULO: wvat

~
.

[

Hara: 14.04.2026 Jlara: 14.04.2026 Jarta: 14.04.2026 Hara:

Yaie
Date / Date / Date / Date / 1
\A | &(0\1{39743

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : 491 98166 56001-02

www.drreddys.com

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

Mpoaykr: Keropoa® Dxcnpece (keTopoaak) TabjaeTku, JHCneprupyemMble B 0J0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne | VEHIOTS6 O6bem cepnu © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003362190 Date of Analysis / - 14.04.2026

AnajguTHYeCKHIi oTyeT Ne Jarta anasiusa

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Jara npousBojacrsa I'osen oo

Mfg. License No. / MA number: /

ITpou3BoacTBeHHAs : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Homep PY

auuensus Ne

Analysis performed according ND: / Anann3 nposeaen no HJ: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Uucrpykuus yreepaaena: 21.04.2025

Page 10 of 11/ Crp. 10 3 11

API name / HanmenoBaune APC:

Ketorolac tromethamine / Keroponaka tpomeramut

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npounssoautesst ADC:

ABSH006294

FP Manufacturer API Batch number /
Homep cepun cydcTaHIMH NPOH3BOAMTENS
TJAD:

FESAO0536

API Manufactured by & country /
IIpoussoaurenn A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc Jltn., Uagus

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

HaunmeHoBaHue, ajpec, JJHIEH3U LI
HponsBoacreennas miomanka / Ilnomanka
KOHTPOJs kKavecTBa / Ilomaaka Beinycka

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 Pennu’c Jlaboparopuc JIta., Unaus, [TponsBoncTeeHHOE
noapasaenenne-6, Bumi. Kxons, Hanarapx Poyn, Bagnu, Jfuctpukr
Conan, X.I1., 173205, Muaus (nuuensus Homep MNB/05/263)

Declaration of certification:

Economic Union is established».

«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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: poaykT coorBeTcTBYET TpeboBanusaM HJJ 3aknwuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarortosneno: Shagun [Tposepeno:Pravesh [Tposepeno (AOK): ||Onobpeno: Obecnevenue xaxsecma/ TBETCTBEHHOE
Rana f Amit Kumar THLO: 54
§~ & A TQ ;\J UCXL
-—
Date / Date / Date / Date /
Jlara: 14.04.2026 Jara: 14.042026  [[Mlara: 14.04.2026 || Jara: , ,O Y ﬂQ’), b

o

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS |+ i SRS, SR 07
CEPTUPUKAT AHAJIM3A Tel : +91 y ‘
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcenpece (keroposiak) TabieTKH, AMCIIEPrUpyeMble B OJI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccusa
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne ¥ ¥28UIS5 O6bem cepuu " 36,00,000 Tad
Analytical Repourt No/ - 040003362190 Date of Analysis / . 14.04.2026
AnanuTHYecKHii oTyet Ne JlaTa aHaau3a
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
Jara npoH3BOJCTBA I'open xo
Mfg. License No. / MA number: /
| TIpousBoAcTBEHHASI : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)
Homep PY
annen3us Ne
| Analysis performed according ND: / Anaym3 nposegen no HJI: JIII-N2(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreep:xnaena: 21.04.2025

Page 11 of 11/ Crp. 11 n3 11

3akJiro4eHHe 0 cooTBeTcTBUU: «HacTrosmum s moATBep KAaro, YTO IpPUBEACHHAs BBIUIE HHGOPMAIUS SBISETCS
JIOCTOBEpHOM M TOYHOM. DTa cepus IPOAYKLHU IPOM3BEACHA (BKIIIOYAs YIAKOBKY (MapKUPOBKY) H KOHTPOIH
KauecTBa) Ha BBIIIEyKAa3aHHOW IPOM3BOJACTBEHHOM IuTomanke (IUIOMAAKaX) B TOJHOM COOTBETCTBHH C
TpeboBanusiMu IIpaBun Haanexamedl NPOM3BOACTBEHHON IIPAKTHKH EBpa3zuiickoro 3KOHOMHYECKOTO COIO3a H
TpeOOBaHUAMH KOHTPOJII KayecTBa JIEKAPCTBEHHBIX CPEACIB, a TAKXKE B COOTBETCTBHH CO CHENU(HUKAIHAMH,
COJIEPIKAIIUMUCS B PETUCTPAIIIOHHOM JIOChE CTPaHbI-UMIIOPTEPA. 3alUCH 110 IIPOU3BOJICTBY, YIIAKOBKE M aHAIH3Y
IIPOBEPEHB], ¥ YCTAHOBJIEHO UX COOTBETCTBHE TpeOoBanHuAM lIpaBuil HaaeKalel MPOU3BOJACTRCHHON MPAaKTUKH

EBpasuiickoro 3K0HOMHYECKOTO COI03a».

Remarks ;: The Product confirms to ND/
IMpumeuanne: [IpogykT cooTBeTcTBYeT Tpeboanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Ly

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /

Prepared by / Checked by /
[ToarotorneHo: Shagun [Iposepeno:Pravesh IposepeHo (AOK):
Rana Amit Kumar

/ /\ /ﬁ JTHLLO: I\QLS)\) UL/"D

Onobpeno: ObecnieueHye kayecTBa/OTBETCTBEHHOE

7

Date / Date / Date /
Jara: 14.04.2026 JaTta: 14.04.2026

|TaTa: 14.04.2026

s M‘ﬂo A

\;\J‘,——‘

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
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