Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets

10 mg

Ipoaykr: Keropoa® Dxenpecce (xeToposak) TabjieTKH, AHCIEPrUpyeMbIe B OJ0CTH pTa, 10 mr

Market / PeiHok :Russia / Poccus

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

Cepust Ne t V2600772 O0BeM cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003371981 Date of Analysis / . 22 .04.2026

AnanuTHdeckuii oruer Ne JlaTa ananuza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

Jlara npousBoacTBA Tonen no

Mfg. License No. / .

TIpou3BojcTBeHNAS . MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-RU)
Homep PY

Junen3ust Ne

PIL version approved: / Mncrpykuus yreepaaena: 21.04.2025

Analysis performed according ND: / Auanus nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 1 of 11/ Crp. 1 m3 11

No , ]

o Test / IlokasaTesb Results / Pe3yabTathi 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. / Kpyrnble niockue
side. / Kpyrnsle ninockue TabneTku ¢ (ackoii, CBETNO-XKEITOro LBera ¢
TabIeTKH ¢ hackoi, cReTIO- rpaBUpPOBKOH «I» Ha OHOMH cTOpOHE.
)KEJITOTO L[BETA C FPaBUPOBKOH
«l» Ha oAHOM CTOpOHE.

2 Identification / UnenTndpnkauus

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-
CIIEKTPbI MOTJIOUIEHHUS HCIILITYEMOTO pacTBopa U
pacTBopa CTaHAapTHOro obpasla KeTopoJaka
TPOMETaMHHa [JOJDKHBI UMETh MAKCHMYMBbI NPU
OZIHOH U TOH e ANuHE BOJIHbI (£ 2 HM).

Remarks : The Product confirms to ND/
[pumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHUAM H I

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonroroeneno: Pravesh IIpoBepeHo: Ramakant ||[TpoBepeHo (AOK): Onobdpeno; Obecneyenne kadectBa/OTBETCTBEHHOE
Rana (}g Amit Kumar NMLO: L S L\DLMVU'J\

—_—
Date / Date / Date / Date / 220202
Hara: 22.04.2026 Hara: 22.04.2026 Harta: 22.04.2026 Hara:




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keTopoJiak) TabJjeTKH, IHCHeprupyeMble B MOJOCTH pTa, 10 Mr

Market / PoIHOK :Russia / Poccns

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

Cepust No ’ V2600?72 Oobem cepun " 36,00,000 Tab

Analytical Repo:‘t No / - 040003371981 Date of Analysis / - 22042026

AnajmruyeckHii oryer Ne JlaTa anaanza

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

Jata npon3BoacTBa TI'ogen go

Mfg. License No. / T —

IIpouzBoacTBEHHAR : MNB/05/263 H ) ¢ JIIT-Ne(004669)-(PI'-RU)
omep PY

Jaunensus Ne

Analysis performed according ND: / Ananuz nposeaen mo HJ/I: JIII-Ne(004669)-(PT’-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025

Page 2 of 11/ Ctp. 2 u3 11

No
Ne

Test / [Toka3zarens

Results / Pe3yibTaThl

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 ynmepXuUBaHHS OCHOBHOTO IIMKa Ha

XpomaTrorpaMme HCIIBITYEMOTO pacTBOpa
JOMKHO COOTBETCTBOBATh BpeMEHH
yAEp»KMBAHUS OCHOBHOTO HKa Ha
XpoMaTorpamMme  pacTBOpa  CTaHHAPTHOI'Q

obpaslla KeTopojlaka TpoMeTaMHuHa (paszen

«KonuuecTBeHHOE onpeneneﬂne»).

Remarks : The Product confirms to ND/
[Tpumeuanne: ITpoaykT cooTeeTCcTBYET TpebopaHusam HJL

Conclusion : APPROVED /
3aknioyenue: OJJOGPEHO

Prepared by /

IToarorosneno: Pravesh

Checked by /

[TpoeepeHo: Ramakant

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne xayectsa/OTBETCTBEHHOE

Rana p (}d— Amit Kumar JIHLO: (A‘V\'\«Uﬁ gLLOLW'\Q ‘
) e r\wj/\
"=
Date / Date / Date / Date / 20l -202(
Hara: 22.04.2026 Hara: 22.04.2026 Jara: 22.04.2026

JHara:




Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJI3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpecc (keropoak) Tab/ieTKu, JUCNEPrUpyeMbIe B 0JIOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne + V2600772 O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003371981 Date of Analysis / © 99 042026

AHAaTuTHYECKHH oT4yeT Ne JaTa anajauza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jara npousBogcTBa T'open go

Mfg. License No. / oy

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

JuneHzus Ne

Analysis performed according ND: / Anasns mposegen mo H/L: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yrBepanaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

Results / PesyabTath!

Specification / Hopma

Do Test / IlokazaTennb
Ne
Butylhydroxyanisole /
Bymuneudpoxcuaruzon

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 yIOEePXKUBAHUA TIMKOB 2-
OYTHUITMIPOKCHAHI30JIa u 3-
OYTWITHIPOKCMAHM30JIa Ha  XpoMarorpamme
UCIIBLITYEMOTO pacTBopa ZIOJKHEI
COOTBETCTBOBATh  BpEMEHaM  YIepKMBaHUSA
MUKOB  2-OyTWITMApOKCHaHW3ona W 3-
OyTUNTHIPOKCHAHM30/la Ha  XpOMaTOTpaMMe
pacTtBopa CTaHAapTHOTO obpasua
Oyrunruapokcuaduzona (pasaen «ComepxaHue
OYTHITHAPOKCUAHH30a»).

Remarks : The Product confirms to ND/

IIpumeuanue: IponykT cooTBeTcTBYET TpeOoBaHmsam HJJ

Conclusion : APPROVED /
Zaxnwuenne: OJJOGPEHO

Prepared by /

[Moarorosneso: Pravesh

Checked by /

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Iposepeno: Ramakant ||[Iposepeno (AOK): Onobpeno: Obecneyerne kaecTsa/OTBETCTBEHHOE

Rana M Amit Kumar STHLLO: ‘A(\/LLL.‘ Clioama
%wl\ o (\ 2 I g
A -
Date / Date / ' Date / ~ ||Date / 2.2 ~0Y-200.4
Hara: 22.04.2026 Jarta: 22.04.2026 Hara: 22.04.2026 Jara:




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon® Jxenpece (keTopoak) TabieTku, AMCIEprupyemMble B MOJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepusn Ne t YUl O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003371981 Date of Analysis / . 92.04.2026

AHATHTHYeCKHIT oTueT Ne JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa nmpou3BoACTBA T'ogen go

Mfg. License No. / .

TpoussoacTRennan - MNB/05/263 LS ey ¢ . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us No

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yrBepaxaena: 21.04.2025

Page4 of 11/ Crp.4 u3 11

i.oo Test / [Toka3zaTeb Results / PesyabTaTthbl Specification / Hopma
3 Average weight / Cpennsis 70.6 mg / 70,6 mMr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr o 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20 %.
Omiono ");CTB Mfccu Complies / CooTBETCTBYET 18/20 Ttabmetox — He OGonmee + 10 %;
AHOPOA 2/20 TabneTok — He Gonee + 20 %.
4 Disintegration time /
Pacnmapaemocthb
00 min 34 sec / 00 mun 34 cek Not more than 3 min. / He 6onee 3 Mun.
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 99 % Not less than 75 % (Q) of CisH;3NO3C4H| 1 NO;
. (ketorolac tromethamine) in 15 min. / He meHee
_ ot L))
Unit-2 / Ta6n-2 20 % 75 % (Q) C15H13NO3'C4H11NO3 (KeToponaKa
Unit-3 / Ta6n-3 99 9%, TPOMETaMuH) uepe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5/ Tabn-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/

IIpumeuanmne: [Iponykr coorBeTcTBYET TpeGoranusam HJT

Conclusion : APPROVED /
3aknwyenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh IposepeHo: Ramakant |{[IposepeHo (AOK): OnobpeHo: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana K’Jj‘ Amit Kumar NHMLO: (Aw \A.«e' __QL\LLUA' R @
=
P
Date / Date / Date / Date / 23 ~0Y-Jood
JHara: 22.04.2026 |Jlata: 22.04.2026 Hara: 22.04.2026 Jara:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ikcnpecce (keTopoJiak) Ta0/IeTKH, JHCIEPrHpYyeMble B 10JIOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne J R O06beM cepHH " 36,00,000 Tab

Analytical Repourt No/ . 040003371981 Date of Analysis / . 99042026

AnajuTuueckuii oruer Ne Jara anannza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jara npousBoacTea I'ogen go

Mfg. License No. / MA number: /

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

aunensust Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTtpykuus yrBepaaena: 21.04.2025

PageSof 11/ Crp.Smu3 11

i? Test / IlokasaTenb Results / PesysabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / OG6pasyeTca opHOpoAHAsA
CYCNIEH3Ms, NpOXOAslas CKBO3b CHUTO ¢
pasmepom oTeepcTHit 710 MKM.
7 Impurities / Tipumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcuananor

Below LOD (LOD = 0.0010 %) /

Huxe npenena o6HapyKeHUs
(ITO =0,0010 %)

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

KeTOpoJiaKa
1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / e 6onee 0,8 %;
1-keToaHanor KeropoJiaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6ostee 0,5 %;
eAMHUYHAS
HeUJeHTUQULMPOBaHHAS
NpUMech
total impurities / 0.0428 % not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa IpUMeceit

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

IIpumeuanue: [TponykT cooTBeTCTBYET Tpeboranusam HJJ 3akmoyenue: OJOBPEHO

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

[ToproroBneHo: Pravesh [Tposepeno: Ramakant |[ITposepeno (AOK): Opobpeno: ObecneueHme kauecTBa/OTBETCTBEHHOE

Rana djj( Amit Kumar NHLO: A«/\,\.ut Lhauws @

/
Date / Date / Date / Date / 2.0 ~OY- 2634
Hara: 22.04.2026 Hata: 22.04.2026 ,F[aTa: 22.04.2026 Hara:




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkenpece (keToponak) TabiIeTKu, AUCIEPrUPYEMbIe B 0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne ¥ Y2GUUTI O06bem cepun " 36,00,000 Tab

Analytical Repo:’t No/ - 040003371981 Date of Analysis / . 92.04.2026

AHaJIuTHYeCKHIT 0TyeT No O Jara ananusa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

Jara npounsBoacTBa TI'open no

Mfg. License No. / .

IIpousBoncTBEeHHAN : MNB/05/263 LA munmtiers | : JIII-Ne(004669)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Auanus nporenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL. version approved: / Uucrpyknus yreep:xaena: 21.04.2025

Page 6 of 11/ C1p. 6 u3 11

1‘0 Test / [lokazaTenn Results / Pe3yabTaThl Specification / Hopma

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

9 Residual solvents / OcTtaTouyHble OpraHn4eckne pacTBOPUTEIH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 5 MKT B TabieTke He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykr cootBeTcTBYET TpeboBaHusIM H/JT

Conclusion : APPROVED /
Zaknwuyenne: ONOBPEHO

Prepared by /

IToarorosneno: Pravesh

Checked by /

Checked by (AQA) /

[Tposepeno: Ramakant |{[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrieyeHne kauecTsa/OTBETCTBEHHOS

Rana &r Amit Kumar JTHLO! A"“"’E% £ haers ﬂ ;)
/ % ,,N v [\,_/\
-—
Date / Date / Date/ Date / 2.2.<6t - 202
Jlara: 22.04.2026 Jara: 22.04.2026 Hata: 22.04.2026 Jlara:




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Ixcnpece (keroposak) Ta6aeTku, AuCHeprupyeMsle B oJ10CTH pTa, 10 mr

Market / PpiHOK :Russia / Poccus

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

Cepust No k 2630772 O0beM cepun * 36,00,000 Tab
Analytical Repourt No/ . 040003371981 Date of Analysis / . 22042026
AHanuTuYecKHuii oTyeT No JlaTa ananu3za

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

Jara npousBoacrsa T'open no

Mfg. License No. / Nk fisaber J

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

auueH3us Ne

Analysis performed according ND: / Ananu3s nposegen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Unctpykuus yrepxaena: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11

1;;2 Test / [lokazaTenn Results / Pe3yabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uonoruyeckas 4acrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / ob1iee yucio He Gosnee 10° KOE/r;

a3pOOHBIX MUKPO-

OpraHU3MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / o61ee yucio He 6onee 102 KOE/r;

JPOMOKEBBIX U TUIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OnHopoaHoOCTh 46 ITokazarens npuemnemoctu (AV) nomxeH ObITh
JMIO3MPOBAHHBIX €ANHHIL ’ He Oonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cootBeTcTBYET TpeboBanHusMm HJL 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarorosieno: Pravesh INposepeno: Ramakant [[ITposepero (AOK): Onodpeno: Ob6ecneueHne kayectra/OTBETCTBCHHOE
Rana cuf Amit Kumar JIHLLO: ‘A\M,(;tg hatwa c@

T e |
Date / Date / l Date / Date /

~OY- 202

Jara: 22.04.2026 Jara: 22.04.2026 Jata: 22.04.2026 Hara: 2204 9024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.CO04507
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
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpecc (keroposak) Tadiaerk, Aucneprupyemslie B oJ0cTu pra, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne it O0bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003371981 Date of Analysis / - 22042026

AHanuruyeckuii oTuer Ne JlaTa anannza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jara mpounsBoacTBa T'onen g0

Mfg. License No. / MA number: /

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

Januen3us Ne

Analysis performed according ND: / Auann3 nposeaen no HJI: JIII-N2(004669)-(PT-RU)-190224
PIL version approved: / Huerpyknus yreep:xkaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

i‘? Test / ITokazarens Results / Pe3yabTaThbl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpejeseHue (99.6 %) Ci5H13NO3°*C4H 1 1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr JI0 11,0 mr
C15H13NO3+C4H;1NO; (keToponaka
TpomeramuH) (or 90,0 mo 110,0 % or
3asABJICHHOT'O KOJIMYECTBA) B TabJIETKE.
13 Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab. /
content / Copep:xkaHue 0,0983 mr B TabneTke He menee 0,042 mr B Tabnetke.
OyTUATMAPOKCHAHHU30J1A

)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHuam HJJ 3axkmiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMonrorosieHo: Pravesh [Tposepeno: Ramakant |[[Tposepeno (AOK): Onobpeno: Obecnieyenne kayecTsa/OTBETCTBEHHOE
Rana &d— Amit Kumar ot ot Clhatna (@
4 e .
Date / Date / Date / Date /
~bly - 2004
Jlara: 22.04.2026 Jara: 22.04.2026 Jara: 22.04.2026 Hara: ety
Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

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

Ipoaykr: Ketopoa® Jkcnpecce (keToposiak) TabsieTKH, AHCIIEPrAPYeMble B I0J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne SYa600TI2 O0bem cepun " 36,00,000 Tab

Analytical Repo:’t No/ - 040003371981 Date of Analysis/ . 92.04.2026

AHaJHTHYECKHH 0TueT Ne Jlata anajm3za

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTta npoun3BsoacTBa I'onen go

Mfg. License No. / MIA niiBeis f

IlpousBoacTBeHHAst : MNB/05/263 : : JITI-Ne(004669)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3 ni)OBe;(eH o HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page 9 of 11/ Ctp. 9 u3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nucrepe u3z (ITA/AJUTID ¢
snaronornorureneM/I13BIT)
tonsru // (II3/AJ]) donsru. [lo
2 6nucTepa BMeCTe C JIMCTKOM-
BKJTabIIIIEM B navyKy
KapTOHHYIO.

TIA/ATTID ¢

I}f Test / Iloka3aTenb Results / Pe3yabTaTbl 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

blisters with patient information leaflet in a
carton pack. / Ilo 10 tabGnetok B GnucTtepe U3
BnaromnorjotureneM/[12BIT)
¢doneru // (IID/AJT) ¢oneru. Mo 1 wmm 2
onucrepa BMECTE€ C JIMCTKOM-BKJIAAbIIIEM B
Ma4yKy 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 BbUIyCKe JIEKAPCTBEHHO0 MPeNapaTa KOHTPOJIb Ka4yecTBa Mo noxkasarento «MukpobHonornyeckas
YMCTOTA» MPOBOANTCS AJIsl Kaxkaoii 20-0ii cepumn, MM AJIs OAHOH CEpHH B IO, B 3aBHCHMOCTH OT TOr0, YTO

HACTYIIUT paHbLIe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt cootBeTcTBYET TpeboBaHsiM HJ 3aksrouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
I[Toxroroenero: Pravesh I[Tposepeno: Ramakant |[[Iposepeno (AOK): Onobpeno: ObecneyeHme kauecTsa/OTBETCTBEHHOE
Rana l Amit Kumar JTHLLO: A'WV‘«{ Cloun< @)
w/\

%]AV / [\ B
Date / Date / Date / Date / .?.2.-0(%-209»(
Hata: 22.04.2026 Jara: 22.04.2026 Jata: 22.04.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.£, 173 205, INDIA
Tel ; +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcupece (keToposiak) TabieTKu, AUCHepPrapyemMble B MOJIOCTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepusn Ne + V2600772 O0bemM cepun " 36,00,000 Tab

Anglytieal Report No . 040003371981 Dateof Amalgsis/ . 55 pro09

AHanurHyeckuid oryer Ne JMaTa aHasn3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JdaTta npoussoxcTea I'onen o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAA : MNB/05/263 : : JIII-Ne(004669)-(PI'-RU)
Homep PY

Juuenzusa Ne

Analysis performed according ND: / Ananus nposenen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MUacTpyxuus yreep:xxaena: 21.04.2025

Page 10 of 11/ Ctp. 10 u3 11

API name / HanmenoBanne A®C:

Ketorolac tromethamine / Keroponaka rpomeramun

IJID:

Homep cepun cybcTaHmMN NPOH3BOAMTEJIS

INN / MHH: Ketorolac / Ketoposnak
API manufacturer batch number / ABSHO006295
Homep cepuu npouszsogures ADC:
FP Manufacturer API Batch number /

FESA00537

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

Dr. Reddy's Laboratories Itd., India /
J-p Pennu'c Jlaboparopuc Jlta., Uunus

site /

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

HanmenoBanue, aapec, JHIEeH3US A5
IIpousBoacreennasn miomanka / Ilnomagka
KoHTpoJs KadecTsa / Ilomagka Beimycka

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 Pennu’c Jlaboparopuc JIta., Unaus, [pouseoacTeeHHOe
nojpasaeneHve-6, Bumn. Kxons, Hanarapx Poya, bagmu, Auctpukr
Comnan, X.I1., 173205, Muaus (nunensus 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 /
IlIpumeuanmue: [IpoaykT coorBeTcTBYeT TpeOoBaHusM HJJ 3akmwyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonrotorneHo: Pravesh [Tposepeno: Ramakant (|[Tposepeno (AOK): Onobpero: Obecrevenne ka4ecTBa/OTBETCTBEHHOE
Rana M Amit Kumar JTHLIO: ,A%\_L{' Clatns @

g g .

.

Date / Date / Date / Date / 22-0Yr2oad
Jara: 22.04.2026 Hara: 22.04.2026 Hara: 22.04.2026 Hara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0A507

www, drreddys.com




® Dr. Reddy's Laboratories Ltd.
@ . =
) ® Formuiation Unit-6
DI’. Reddy s ‘ .. Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS ~ Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A  Www.drreddys.com

Product : Ketorol Express (ketorolac) Orally i)isintegrating Tablets 10 mg

Ilpoaykt: Keropoa® Dxenpece (keTopoJak) TabjieTKH, JHCIEPrEpyeMble B OJOCTH pTa, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne + V2600772 Ob6beM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003371981 Date of Analysis / . 92042026

AHaJuTHYecKHIT oTUeT No JlaTa ananguza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JaTta npousBoJcTBa I'open o

Mfg. License No. / .

IpoussoncTBeaNAR - MNB/05/263 WA numbers ¢ . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anayms nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

PIL version approved: / MHcTpykuus yrBep:xkaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11
3akmouenue o cooTBeTcTBUU: «HacTosimuM s moATBepXkAaro, YTO IIPUBEACHHAS BhIIE HH(pOpMAIUS SBISETCS
JIOCTOBEPHOH W TOYHOM. DTa cepus MPONYKIUH Ipou3BeJeHa (BKJIIOYAs YIAKOBKY (MapKHPOBKY) H KOHTPOIE
KauyecTBa) Ha BBIIMIEYKA3aHHOH IIPOM3BOACTBEHHON IINOMIANAKe (MJIOMIaJKax) B TIOJHOM COOTBETCTBHU C
TpeboBanuamMu IIpaBun Hamnexamieid MPOU3BOJACTBCHHON NpaKTUKU EBpa3uilckoro 3KOHOMUYECKOIO CO3a U
TpeOOBaHUAMH KOHTPOJISI KauyecTBa JICKAPCTBEHHEBIX CPEJICTB, a TaKXe B COOTBETCTBUM CO cHeNU(DUKAUSIMH,
CONEPXAUUMHUCS B PETUCTPAIIMOHHOM JIOChE CTPAHBI-UMIOpTEpa. 3aluCH 110 IPOU3BOJCTBY, YIIAaKOBKE H aHAIHU3Y
TIPOBEPEHB], M YCTAHOBJICHO MX COOTBeTcTBHE TpeOoBaHMAM [IpaBui Hajsexalelf NIpou3BOACTBEHHON IPAKTUKU
EBpa3uiickoro 3k0OHOMHUYECKOTO COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanmue: [Iponykt cooTBeTCTBYET TpeOoBaHmwiM HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh [Tposepeno: Ramakant ||[Tposepeno (AOK): Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE
Rana Amit Kumar NULLO: ,Awk{;f_‘ Q hawas (@
n—/\ —

= [\ 5
Date / Date / Date / Date / 21 ) o%
JHara: 22.04.2026 Jara: 22.04,.2026 Jara: 22.04.2026 Hara:

Registered Gffice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 560C34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L8§5195AP1984PLC0O04507
www.drreddys.com





