Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddyvs.com

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

Ipoayxr: Keropon® xenpece (keroposak) Tabnerku, AHCHEeprupyembie B 0o0cTa pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 4 Mol O06bem cepun ' 36,00,000 Tab

Analytical Repourt No/ - 040003255657 Date of Analysis / - 90.01.2026

AHanuTH4ecKHi oTyeT Ne Jarta anaauza

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

Jara npon3soacrea INogen 10

Mfg. License No. / MA number: /

IIponsBoacTBeHHan : MNB/05/263 ' ¢ JIII-Ne(004669)-(PI'-RU)
Howmep PY

JuieH3Hs Ne

Analysis performed according ND: / Auanu3 nposeaen mo HJ/L: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Uucrpyknus yreepkaena: 21.04.2025

Page 1 of 11/ Crp.1u3 11

1;.00 Test / [Toka3aTeb Results / Pe3yabTaThl Specification / Hopma

1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrablie nockue
side. / Kpyrinbie miockue TabJieTKu ¢ (ackoil, CBETNO-XKeNnToro Ipera C
TabneTku ¢ packoil, ceeTo- IpaBHPOBKOH «I» Ha OHON CTOpPOHE.
XKEJNTOro LBETa C PaBUPOBKOM
«l» Ha OHOI1 CTOPOHE.

2 Identification / UaenTudpuxauus

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-
CHEKTPBI MOMJIOLIEHHUS UCILITYEMOTO pacTBoOpa U
pacTBopa cTaHJapTHOro obpasia KkeTopoJjiaka
TpoMeTaMHHa JOJDKHBI MMETh MakCUMYMBI NpH
OIHOM M TOH K€ JJIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3axnwyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh I[Mpogepetio: Pardeep  |[[Tposepeno (AOK): [|OmobpeHo: ObecneucHue kauecTsa/OTBETCTBEHHOE
rana Kumar Amit Kumar | JIHLLO:
- I —_ —/ ‘ /7‘
&= / \ /
Date / Date / Date / Date / 7 A4
Jlata: 20.01.2026 Jlara: 20.01.2026 Jlata: 20.01.2026  ||ara; P

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries 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: Keropoa® Jxenpece (ketopoaak) TabieTku, AHCHEPrHpyeMble B 10J0CTH pra, 10 Mr

aunensus Ne

Market / Poinok :Russia / Poccus

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

Cepust Ne B VaatodLs O6bem cepuu " 36,00,000 Tab
Analytical Repo‘f‘t No/ . 040003255657 Date of Analysis / . 90.01.2026
AHaauTH4YecKHii oTueT Ne Jara anajauza

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

Hata npousBojcTBa Tojen go

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Anaaus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuns yreepaaena: 21.04.2025

Page 2 of 11/ Crp. 2 3 11

No

Test / Iloxa3zaTtenn
Ne

Results / PesyabTaTh!

Specification / Hopma

Corriplies / 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).
/ Bpemsi yiepxHBAaHMA OCHOBHOIO [HKa Ha

XpoMmaTorpaMmMe  HCOBITYEMOrO  pacTtsopa
JOJIAHO COOTBETCTBOBATH BpeMeHH
yAepKHUBAHUA OCHOBHOTO nuKa Ha
XpOMarorpaMmMe  pacTBOpa  CTaHAAPTHOTO

obpasua keroposiaka TpoMeTamMuHa (pasiesn
«KonuuecTBeHHOE OnpeaeneHues).

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogykT cooTBeTCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akuouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrorosneno: Pravesh [Tposepeno: Pardeep  |([Tposepeno (AOK): ||Onobpeno: O6ecneyeHne kayecTBa/OTBETCTBEHHOE
/ Kumar Amit Kumar

rana /2
7]

=~

of%
Date / Date /

Jara: 20.01.2026 Hara: 20.01.2026

Date /

Jlata: 20.01.2026

Date /
Jlara: %”o l—202£

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2994, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04AS07
www.drreddys.com




Dr.Reddy’s ":’.

Dr. Reddy's Laboratcries Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA

CEPTUDOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpecc (xeTopoak) Tab/ieTKH, AHCNeprupyeMble B oJgocTi pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / _36,00,000 tab /

Cepus Ne V2600813 O6bem cepiu " 36,00,000 Tab

Analytical Report No/ - 040003255657 Date of Analysis / . 20.01.2026

AnaJutTHyecKkuii oryet Ne JlaTa aHaJju3a

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

Jdara npousBoacrea Togen no

Mfg. License No. / MA number-: /

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

JHueH3Hsa Ne

Analysis performed according ND: / Anamus nposenen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuns yreepaaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

No
Ne

Test / Iloxa3atennb

Results / PesysabTaTsl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

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 yAep)KUBaHUS MTHKOB 2-
OYTHAIHIPOKCHAHN30IA " 3-
OyTUArHApOKCHaHM30MA HAa  XpoMaTorpamme
HCIIBLITYEMOTO pacTBopa JIOSKHBI
COOTBETCTBOBATL  BpEMEHaM  yAep)KHBaHMsA
nuKkoB  2-Oytuaruapokcuanmsona  u o 3-
OyTWITMAPOKCHAHM30IA HA  XpOMaTOrpamme
pacreopa CTaHAAPTHOTO obpasua
Oyrunruapokcuanusona (pasuen «Conepxanue
OYTHATHAPOKCHAHH30IAR).

Remarks : The Product confirms to ND/

IMpumeuanne: Ilponykr coorBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akmouense: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToarotosneHo: Pravesh [posepeno: Pardeep  ||[Tposepeno (AOK): |[Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE
rana Kumar Amit Kumar JIHLO0: . } Q-9

Date / Date / Date / Date /

Jara: 20.01.2026

Hara: 20.01.2026

Hara: 20.01.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries 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
Hpoaykr: Keropoa® Dxenpece (keropoaak) Tabierku, ANCHEPrupyeMbie B 1010¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne s 2600013 O6bem cepun © 36,00,000 Tab

Analytical Report No/ . 040003255657 Date of Analysis / - 20.01.2026

AHQIHTHYCCKHIT oTyeT No Jara aHanu3za

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

JlaTa npousBojacTBa Tonen g0

Mfg. License No. / MA number: /

IIpon3BojacTBEHHAS : MNB/05/263 : : JIII-Ne(004669)-(PT-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Ananus nposegen mo H: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11

i.? Test / [TokasaTesb Results / PesynbTaTs! Specification / Hopma
3 Average weight / Cpennss 69.7 mg/ 69,7 Mmr 672mg to 728mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr o 72,8 mr (70,0 mMr + 4,0 %).
18/20 tablets - not more than + 10 %;
Unif itv of weight / 2/20 tablets - not more than += 20%. /
Om ORIy 0UeEH Complies / CooTBeTCTBYET 18/20 tabnerox — wme ©Gonee + 10 %;
AHOPOAHOCTE MRS 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time /
Pacnapaemocthb
00 min 29 sec / 00 mun 29 cex Not more than 3 min. / He 6osiee 3 MuH.
5 Dissolution / PacTBopeHue Unit-1 / Ta6n-1 99 % Not less than 75 % (Q) of CisH;3sNO3C4H|;NO;
. (ketorolac tromethamine) in 15 min. / He menee
o o 0,
Unit-2 / Ta6n-2 9% | 759% (Q) CisHi3NO3C4H;NO; (ketoponaxa
Unit-3 / Taon-3 96 % TpOMeTaMuUH) yepe3 15 MuH.
Unit-4 / Tabn-4 96 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpogykT coorsetcTyeT TpeGoanuam HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrorosneno: Pravesh [Tposepeno: Pardeep  ||ITposepeno (AOK): ||Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
rana Kumar Amit Kumar JIHLLO: o ”
# or/ N
f, - b (\x¢
Date / Date / Date / Date / i
Jlara: 20.01.2026 Tara: 20.01.2026 Jlara: 20.01.2026  |[/Tara: Qoo 22

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxenpece (keroposiak) TabieTku, AHCHEpPrupyeMblie B HOI0cTH pra, 10 mr

Market / Pornok :Russia / Poccus

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

Cepus Ne L S O0bem cepun " 36,00,000 Tab

Analytical Rep03‘t No/ - 040003255657 Date of Analysis / - 90.01.2026

AHAJIHTHYECKHIT oTyeT No Jara anannza

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

Jarta nponsBojicTBa I'oxen 10

Mfg. License No. / MA number: /

IIpousBoacTBeHHasS : MNB/05/263 H ) ;. JIII-Ne(004669)-(PI'-RU)
omep PY

Junen3us Ne

Analysis performed according ND: / Anaau3s nposexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uuctpykuus yreepxaena: 21.04.2025

PageSof 11/ Crp.Sm3 11

2.? Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a 710 pm
JucriepcHocrs sieve 18 formed. / OG6pasyercs omHOpoaHas
CYCIIEH3Ms, TPOXOJsilIas CKBO3b CHTO C
pa3Mepom oTeepcTuii 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruppokcuananor

Below LOQ (LOQ = 0.0032 %)

/ Himke npenena

KOJIMYCCTBCHHOTO ONpPEACNICHUA

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

KeTopojiaka (ITKO = 0,0032 %)
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / "e Gonee 0,8 %;
1-KeToaHaJIor KeToponiaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6osee 0,5 %;
eINHUYHas
HeuaeHTH(GUIIMPOBaHHAS
nprMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa npumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: Ilpoaykt coorBetcTBYeT TpeboBanuaM HJT 3axnuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[NoaroroeneHo: Pravesh [Tpoeepeno: Pardeep  ||[Tposepeno (AOK): [|Onobpeno: Obecneyenue kauectsa/OTBETCTBEHHOE
rana Kumar Amit Kumar JIALLO: .
Qi/ A N _
Date / Date / Date/ = Date / 2L
Jara: 20.01.2026 Jara: 20.01.2026 Jlata: 20.01.2026 Jlara: %/o’(%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIU3A

Tel : +91 98166 56001-02

_www.drredoys.com

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

Ipoaykr: Keropoa® Dxenpece (keToponax) TabaeTkH, AHCIEPrupyeMble B OJI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i VSIS O6nem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003255657 Date of Analysis / - 20.01.2026

AnanuTHyeckuii oruer Ne Jlata ananusa

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

Jata npon3BojacTBa I'ogen 10

Mfg. License No. / MA number: /

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

Juniensust Ne

Analysis performed according ND: / Auasnu3 nposenen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11
.1:.:) Test / IlokasaTennb Results / PesyabTaTsl Specification / Hopma
8 Water content / 20% Not more than 7.0 %. /
ConeprxaHue BOAbI He Gonee 7,0 %.
9 Residual solvents / OcTtaTouynble OpraHuieckue pacTBOPUTENH
Isopropy! alcohol / 4 pg/tab / Not more than 350 pg/tab. /
Wzomnponanon 4 MKr B TabneTke He 6onee 350 mkr B Tabnetke.

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoaykr coorrercrByer TpeboBanwsim HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarotosneto: Pravesh ITposepeno: Pardeep ||[Ipoeepeno (AOK): [|Onobpeno: O6ecnieuenne kauecTsa/OTBETCTBEHHOE
rana Kumar Amit Kumar SULO:
N ﬂ—) T o
Date / Date / Date / - Date / ;
. 6
Ilata: 20.01.2026 Tata: 20.01.2026 Jlata: 20.01.2026  ||Jlara: Lol &R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hlyderabad - 500034, Telangana, India
Tel: +21 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@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

CEPTU®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www drredays,com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Dxenpece (keToposiak) TabaeTku, ANCHeprHpyemMbie B Hog0cTH pra, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne | VEB0N01E O6bem cepun " 36,00,000 Tab

Analytical Repovrt No / - 040003255657 Date of Analysis / . 20.01.2026

AHannTHYecKHii oTyeT No Jara ananusa

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

JlaTa npon3BoacTea I'open qo

Mfg. License No. / MA ber: /

TIpoH3BOACTBEHHAS : MNB/05/263 TUEIDE . JITI-Ne(004669)-(PT-RU)
Howmep PY

Jgunensust Ne

Analysis performed according ND: / Anam3 nposenen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025

Page 7 of 11/ Crp. Tn3 11

Kumar Amit Kumar

-

rana j e f\,_/f/

NNOO Test / IToka3zaTensn Results / Pe3yabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpoduonoruueckas uncrora™
Total Aerobic Microbial NA not more than 10° CFU/g; /

Count / o6Liee YKcIO He 6onee 10° KOE/T;

a3pOOHBIX MUKPO-

OpraHHu3MOB

Total Combined Yeast and NA not more than 10* CFU/g; /

mold count / 06uiee 4KucIo He 6onee 102 KOE/r;

APOXOKEBBIX H IUIECHEBBIX

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 59 ITokazarens npuemieMoctu (4V) nomxeH ObITh
JO3UPOBAHHBIX eUHULL ’ He 6onee 15,0,

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

Ipumeyanue: [poaykT cootsercTBYeT Tpebosansim HJJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarorosneno: Pravesh [Tposepeno: Pardeep |[[Tposepeno (AOK):

Onobpeno: Obecrnieuenne KaHECTB§OTBe1‘CTBBI-lHOC

JIALIO: ¥4
ﬂ%ﬁ o

Date /
Jlarta: 20.01.2026

Date /
Jlata: 20.01.2026

Date /
Jlara: 20.01.2026

Date /

Jlara: 20-o)- 2028

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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

CEPTHOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropoa® Drcnpece (keroponak) TabiieTku, AHCHEprupyemMbie B 0J0CcTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i Oo0bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003255657 Date of Analysis / . 20.01.2026

Aunanurnyeckuii otuer Ne Hara ananuza

Date of Manufacture / . Date of Expiry / "

Jara npousBoacTea A0S I'ogen xo ¥ 112027

Mfg. License No. / MA ber: /

TIpoH3BoACTBeHHAS : MNB/05/263 e : JITI-Ne(004669)-(PT-RU)
Homep PY

JuneHsust Ne

Analysis performed according ND: / Ananus nposeaen no H: JITI-Ne(004669)-(PI"-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 8 of 11 / Crp. 8 m3 11

i{: Test / [TokazaTesnb Results / PesyabTaTsl Specification / Hopma
12 Assay / KosanuecrBennoe 9.9 mg/9,9 Mmr From 9.0 mg to 11.0 mg of
onpenesieHue (99.2 %) CisHi3NO3+C4H1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9.0 Mr 710 11,0 Mr
CisHi3NO3+*C4H1NO3 (KeToponaKa
tpomeramud) (ot 90,0 no 110,0 % ot
3asBJICHHOTO KOJIMYECTBA) B TAOJIETKeE.
13 Butylhydroxyanisole 0.0956 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0956 mr B TabneTke He menee 0,042 Mr B Tabserke.
Oy THArHAPOKCHAHN30J1a

Remarks : The Product confirms to ND/
IMpnmeuanne: Ilpoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axumouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosieHo: Pravesh ITpoeepeno: Pardeep |[[Iposepeno (AOK): ||Onobpeno: ObecneyeHite kayecTsa/OQIBETCTBEHHOER
rana Kumar Amit Kumar JHLLO: @},\

) o \
Date / Date / Date / Date /
Jlara: 20.01.2026 Jlara: 20.01.2026 Hara: 20.01.2026 Jlara: % )

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1L.C004507
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

CEPTHOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keropoiak) TadsieTku, AUCHeprupyemble B mojaoctu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne h V2600013 O6bem cepuu " 36,00,000 Tab

Analytical Report No/ - 040003255657 Date of Analysis / . 90.01.2026

AHanuTHYECKHH oTyeT Ne Jlara anannza

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

Jara nponsBoacrTea I'ogen no

Mfg. License No. / MA number: /

IpousBoacrBenHan : MNB/05/263 H : : JIII-Ne(004669)-(PT-RU)
omep PY

JnieH3uss Ne

Analysis performed according ND: / Anayimz nposenen nmo HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuns yreepxaena: 21.04.2025

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 vabneroxk B
onuctepe w3z (TA/AJUIID ¢
siaronoraoturenem/I12BI1)

tonwru // (IT1D/AJ1) donsru. Mo
2 Gnuctepa BMECTE € JIMCTKOM-

Page 9 of 11/ Crp. 9 m3 11
‘I:.? Test / IlokazaTens Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue YNaKoBKM (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnetok B Gaucrepe u3
(IMA/AJUITD ¢ Braronornotutesnem/TIDBIT)
donbru /1 (TID/AJT) ¢onbru. IMo 1 wuau 2
Onucrepa BMECTE C JIMCTKOM-BIJIAAbILLIEM B
NauKy KapToOHHYIO.

KapTo

BKJIaABILIEM B

HHYIO.

fnayKy

* 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.
* JIpu BbINyCKe JIEKAPCTBEHHOT 0 NMpenapaTa KOHTPOJIb Ka4ecTBa N0 Noka3aTeio «Mukpobuojioruyeckas
YHUCTOTA» NPOBOANTCA ANA Kaxao# 20-0i cepuH, WU IS OXHOH CEPHH B o, B 3aBUCHMOCTH OT TOr0, 4TO

HacTynuT paHblUIE.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanme: [IpoayxT cooTBeTcTBYET TpeGoBaHuaM HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Pravesh ITpoeepeno: Pardeep  ||{[Tposepero (AOK): [|Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
rana Kumar Amit Kumar NULO: \ !»_B
[} -

/ i A" K%\ >~

L/ T
Date / Date / Date / Date /
Jlata: 20.01.2026 Jlara: 20.01.2026 Jlata: 20.01.2026 || [lara: ‘2o -0-2.015

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.C004507

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 : +81 98166 56001-02

www.drreddys.com

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

Ipoaykr: Keropon® Jkenpece (keToposak) TabeTks, AHCIEPrUpyemMbie B NOJI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne § MAmiLOng O6bem cepuu " 36,00,000 Ttab

Analytical Repovrt No/ - 040003255657 Date of Analysis / . 10.01.2026

AHaauTHyecKuii oTyeT No Jara ananuza

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

JlaTa npousBoacTBa I'onen 0

Mifg. License No. / MA ber: /

TIponsBoacTEeHAAs : MNB/05/263 e . JITI-Ne(004669)-(PT-RU)
Homep PY

JHuensust Ne

Analysis performed according ND: / Ananuz uposenen mo HJ/I: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Uncrpykuus yreepsxaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / Haumenosanue A®PC:

Ketorolac tromethamine / Keroposiaka TpomMeTamux

INN / MHH:

Ketorolac / Ketoposnak

API manufacturer batch number /

rJd:

Homep cepun npoussogures A®C: ABSHOD] 783
FP Manufacturer API Batch number /
Homep cepun cyGcTAHIHH NPOH3BOXUTEJIS FESA00219

API Manufactured by & country /
Hponssoaunrens ADPC, ctpana:

Dr. Reddy's Laboratories L.td., India /
J-p Pepau'c Jlaboparopuc JIta., Unaus

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

Haumenopanmue, aapec, JTHUeH3Hs /LIS
IlpousBoacTBenHas naomanka / [Inomanka
KouTpo.is kauecTna / [lilomanka 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) /

J-p Peqnu’c Jlaboparopuc JIta., Uunus, IlpousBoacteeHHoOe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bamnu, J{uctpukr
Conan, X.I1.,, 173205, Muaus (muuensus nomep 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/

Conclusion : APPROVED /

IMpumeyanue: [Tpoaykt cooTBeTCTBYET Tpeboranmwam HJI

Zaxmiouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTosnexno: Pravesh [Tposepeno: Pardeep |[[Tposepeno (AOK): ||Onobpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE
rana Kumar Amit Kumar A AULIO: 2 \( S )

i — i~ /\’7}‘ =
Date / Date / Date / Date /
Jlara: 20.01.2026 Jlata: 20.01.2026  ||lara: 20.012026  ||ara: Ze-oy-re2é

Registered Cffice: 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: L85195AP1284PLCO04507

www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
) ... Formulation Unit-6
Dl'. Reddy S _. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS 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 (keroponax) Tabiaerkn, JAMCHeprupyembie B MoJiocTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne ¥ V2600013 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003255657 Date of Analysis / - 20.01.2026

AHaJHTHYCCKHIT oTYeT No Jarta ananusa

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

Jara npoussoacrea T'open j10

Mfg. License No. / MA -

TIpousBo/icTBEHHAS : MNB/05/263 number: : JITI-Ne(004669)-(PT-RU)
Homep PY

aunensns Ne

Analysis performed according ND: / Anaaus nposexen o HJI: JII-Ne(004669)-(PT-RU)-190224

PIL version approved: / Mucrpykuus yreep:xaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11
3akinouenne o coorereTBHH: «HacTosmum s nMoATBepKIAI0, YTO NPHBEICHHAs Bbillle HHPOPMALHs ABIISIETCS
JOCTOBEPHOM M TOYHOH. DTa cepusi MPOJAYKIMH NpOH3BEaACHa (BKIIOYAs YNAKOBKY (MapKHpOBKY) M KOHTPOIb
KayecTBa) Ha BbIUIEYKa3aHHOW NPOM3BOJACTBEHHOM mjomaake (MIOu@jaKkax) B IOJHOM COOTBETCTBHH C
TpeboBanuamu [lpapuin Hamexkaueid npou3BOACTBEHHON npakTHku EBpazuiickoro 3K0HOMHMYECKOro €OI03a M
TpeOOBaHUAMH KOHTPOJISI KayecTBa JICKAPCTBEHHBIX CPEJCTB, a TaKXKe B COOTBETCTBHH CO CrelM(pUKAIHAMY,
COJIEPIKAIIIMMHCS B PETHCTPALIMOHHOM JI0ChE CTPaHBI-UMITOPTEpa. 3aluCH 110 MPOU3BOJICTBY, YIIAKOBKE U aHAIU3Y
NPOBEPEHBI, H YCTAHOBIEHO MX CoOTBeTcTBUE Tpebosauusm [Ipasui HajuieKalled NPOM3BOJICTBEHHON NPAKTHKH
EBpa3zuiickoro 3KOHOMHYECKOro COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpoaykT cooTBeTCcTBYET TpebopaHusaM HJ{ 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Pravesh [Tposepeno: Pardeep  |[[Tposepeno (AOK): [|Oaobpeno: ObecnieueHne kauecTsa/OTBETCTBEHHOE
rana Kumar Amit Kumar SIHLO:
Of—f" w/\ ‘ 50\ ~ |

o . l\ o= \ (-
Date / Date / Date / Date / _
Jlara: 20.01.2026 Jara: 20.01.2026 Jara: 20.01.2026 || Tara: Qool- 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934P1C004507
www.drreddys.com



