Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIU3A

wwiw,d rreddys.com

|Produ_ct-:_K§or0]Express (ketorolac) Orally Disintegrating Tablets 10 mg

;_HDO[]VKT: Ketopoa® Jkenpece (keTopoJiak) TabIeTKH, AHCHEPrHpYeMble g MoJloCTH pra, 10 mr

| Market / Poinok :Russia / Poccus _
Batch No/ . Batch Quantity / ~36,00,000 tab / ;
Cepus-Ne Ral sl O0beM cepun © 36,00,000 Tab —
Analytical Report No/ - 890001830747 Date of Analysis / - 31.08.2025
AHaJTHTHYECKHi oT4eT No JlaTa anasunza ;
Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

JlaTta mpoM3BOACTBA T'ogen mo R [}
Mfg. License No./ L e———
IIpon3BoncTBeHHas MNB/05/263 E : JII-Ne(004669)-(PI'-RU)

' Homep PY

| jinuen3usa Ne

| Analysis performed according ND: / Ananu3s nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224
| PIL version approved: / UncTpykuust yTBepxaena: 21.04.2025

Page 10f11/Ctp. 1 13 11

l ‘1;2 Test / IlokasaTtenp Results / PesyabTarni Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "
tablets with "|" debossed on one debossed on one side. / Kpyrnele mnockue
| side. / Kpyriibie miockue TabneTku ¢ ¢ackoif, CBETNO-XENTOro LBETa C
TabneTku ¢ HackoH, cBeTNO- rpaBUpOBKO# «b Ha ORHOI CTOpOHE.
' KENTOro LIBeTa C FPaBUpPOBKOM
| «l» Ha OnHON CTOpOHE. [
2 Identification / HxenTuduxauus

Ketorolac / Kemopo.iak

Complies / CooTBeTcTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
[raka al (e same wavelongth (L 2 nm). / Y P-
CIIEKTPBI MOTOUICHHS HCBITYEMOTO PacTBOpa U
pacTBOpa CTaHZApPTHOrO obpaslia KeToponaka
TPOMETaMHHA [OJDKHB! UMETh MaKCHMYMbI MNpu
OJZIHOH U TOIi ke JUIHHE BOJIHBI (£ 2 HM).

Remarks ; The Product confirms to ND/

Mpumeuanue: [IpogykT cooTBeTcTBYeT TpebopaHusmM HJJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

1

Prepared by / [Toarotosnexo:

Checked by /
[TpoBepeHo:
Pardeep Kumar

=l —

[Mpoeepeno (AOK):
Amit Kumar A

.//

JTHLLOY

Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Onotpero: Obecnedenue kadecTsa/ OTBETCTBEHHOE

=

1

\

Ramakant
Date/

Mata: 31.08.2025

Date /

Hara: 31,

Date /
Jlara:

Date /

08.2023 JHara: 31.08.2025

':(\rOS‘f)/OW

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel +91 40 4900 2900, Fax: +91 40 45C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

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

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

CERTIFICATE OF ANALYSIS Tel: el 98166 560:GL-07
CEPTHOHUKAT AHAJIN3A www.drreddys.cor:

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg__ === : =5

| poaykr: Keropoa® Jxenpece (keToposiak) TaG/ieTKH, JucneprupyemMble B 110/10¢TH pTa, 10 mr - _—
Market / Prinok _ ‘Russia/Poccna e ]
Batch No/ i Batch Quantity / ~36,00,000 tab/

Cepua Ne b V250052 Oo6bem cepuu ~36,00,000 Tab |
Analytical Repourt No/ - 890001830747 Date of Analysis / . 31.08.2025
AHaJuTHYEeCKHI 0TYeT Ne - | lara anamn3a - =

i Date of Manufacture / . 07/2025 Date of Expiry / - 06/2027
JaTa nponssoacTea I'onen no = |

| Mfg. License No./ MA number:/

| TIpousBoaCcTBEHHAR : MNB/05/263 ) ;. JIM-Ne(004669)-(PT'-RU)

| Homep PY

| iHuensun Ne

| Analysis performed according ND: / Ananu3s nposexen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

! PIL version approved: / MucTpyxnus yreepxaena: 21.04.2025

Pag@of 11/ Crp. 2 m3 11

|
iﬂ Test / TlokazaTenb Results / PesysibTaThl Specification / Hopma
Complies / CooTBeTCTBYET The retention time of the main peak on the
chromatogram oftest solution should correspond
to that on the chromatogram of ketorolac
[ tromethamine standard solution (Assay section).
/ Bpems ymepKWBaHHS OCHOBHOI'O IHKa Ha
XpoMaTorpaMme HCIIBITYEMOTO pactBopa
| IOMKHO COOTBETCTBOBATH BpPEMEHU
| ynepxupanus OCHOBHOTO nHKa Ha
| | xpoMaTorpamMe  pacTBopa  CTaHOAPTHOTO
| [ obpa3lla KeTopoJiaka TpoMmeTamuHa (paszgen
ll | «KonmuecTBenHoe ofipeieIeHUeE).
|
b
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpwwvan ne. Hpuayr couiseiusyer 1pebusanmim []] Sakawuenne: OJJOBPEHO
Prepared by / Tlogrorosneno: |[Checked by/ Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramakant [TposepeHo: [posepeno (AOK):  ||Onobpeno: Obecnieyenne kauecTa/OTBETCTBEHHOE
\;)5\\ Pardeep Kumar Amit Kumar N (E{ile
%U,\ I i
Date / Date/ Date / Date / /
Hata: 31.08.2025 Hara; 31.08.2025 Hata: 31.08.2025 Hata: ﬂ\fog'w ’A/

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +9140 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com



Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Na!agarh Road, Baddi,
Distt. Solan, H P, 173 2G5, INDIA
Tel : +91 98166 56CCLi-C2

CEPTUDPUKAT AHAJIM3A

www.drreddys.ccit

iProdu?t:_Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa™ Jxenpece (keropoak) Ta61eTKH, Aicnepripyemblie B MoJocTH pra, 10 mr

Market / PoiHok :Russia / Poccua -
Batch No/ : Batch Quantity/ 36,00,000 tab /
Cepunsa Ne B U252 0O0neM cepuH ~-36,00,000 Tab ]
Analytical Repo‘}'t No/ . 890001830747 Date of Analysis / - 31.08.2025
Ananutudecknii oTder Ne - Jarta ananuza -
Date of Manufacture / - 07/2025 Date of Expiry / . 06/2027
Jarta mpoussoacTBa Tonen o - — 5
Mfg. License No. / U e —
IIpouzBoacTBenHast : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)

_ Homep PY

| IAueHzns Ne

Analysis performed according ND: / Anasnn3 nposegen mo H/I: JIT-Ne(004669)-(PT -RU)-19022<i
PIL version approved: / Hucrpykiuus yresepxaena: 21.04.2025

Page 3 0of 11/Crp. 3 m3 11

i- No |

Test / IlokasaTeJib
Ne

Results / PesybTaThl

Specification / Hopma

Butylhydroxyanisole /
F ynuunzud poxcuanizon

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 i
butylhydroxyanisole standard solution
("Butylhydroxyanisole content”  section). /
Bpemena Y LEePKHUBAHUS [UKOB 2-
OyTHUIrHPOKCUAHH301a " 3-
OyTHNTMAPOKCHAHU30JIAa HAa  XpOMaTorpamme
HCTILITYEMOro pacTteopa IOJDKHBI
COOTBETCTBOBATH ~ BPEMEHAM  yICPKUBAHUA
MTMKOB 2-6yTHUITHAPOKCHAHU30J1a u 3
OyTWIrHApPOKCHAHM30/la Ha XpomaTorpamme
pacTBopa CTaHAaPTHOro obpasua
O6yrunaruapokcuannzona (pasgen «CoaepxaHue
OYTHITHAPOKCHAHHU30JIaN ).

Remarks : The Product confirms to ND/

IIpumeyanue: [TpogykT cooTBeTcTBYET TpeOGoBaHusIM HJJ

Conclusion : APPROVED /
3akawuyenne: OTOGPEHO

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

Ramakant [TpoeepeHo: [lpoeepeno (AOK): [|OnobGpeno: ObecnieueHne kayecTra/OTBETCTBEHHOE
ey r}!& Pardeep Kumar AmitKuniar ‘ MO \

Date / Date/ Date/ Date /

Jara: 31.08.2025 Hata: 31.08.2025 Mara: 31.08.2025 Hara: h-'“ 8- 210 W

Registered Gffice: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507

www.drreddys.com



Dr. Reddy's Laboratories Ltd

Qe . .
o Formulation Unit-6
Dr‘Reddy,s ‘i. vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, IMDIA
CERTIFICATE OF ANALYSIS Tel : +91 95166 5c0'C1 £2
CEPTHOUKAT AHAJIN3A www.drreddys.coi

Product : Ketorol Express (ketorolac)_Orally Disintegrating Tablets 10 mg
{HIpoaykr: _KEOBOJ]@ Okenpece (KeTopoJaK) TaOJIEeTKH, I11ICNEPrUpyeMble B IOJIOCTH PTa, 10 mr " !
Market / Peinok 3 :Russia / Poccusn B "
Batch No/ ) Batch Quantity/ _36,00,000 tab /
Cepus Ne Va2 O6nem cepun " 36,00,000 Ta6 |
Analytical Rep0ft No/ . 890001830747 Date of Analysis / - 31.08.2025
AHajHTHYECKHH 0T4eT Ne — Jara ananusa — i
| Date of Manufacture / . 07/2025 Date of Expiry / - 06/2027
JlaTa npoM3BOACTEA B T'onen no
Mfg. License No./
TpousposcTenmas - MNB/05/263 NI CTE) . JIII-Ne(004669)-(PT-RU)
Homep PY
JIHUEH3HA No |
Analysis performed according ND: / Auanu3 nposeaen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
_PIL version approved: / UncTpykuus yreep:kaena: 21.04.2025 -
Pagedof 11/ Cryp. 4 m3 11 o
1;.(: Test / IToka3areJib Results / Pe3yabraTel Specification / Hopma
S Average weight / Cpegusn 70.2 mg/70.2 mr 672mg to 728 mg (700mg =+ 4.0 %). /
macca Or 67,2 mr mo 72,8 mr (70,0 mr £ 4,0 %).
18/20 tablets - mnot more than + 10 %;
Uniformity of weight/ 2/20 tablets - not more than =+ 20%. /
Om EEIEE0 REELS Complies / CooTBeTCTBYET 18/20 rtabnetox — He OGomee * 10 %;
AHOROIHOLEIMACTE] 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time / | 00 min 18 sec / 00 muH 18 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb |
I
5 Dissolution / PacTBopenne Unit-1/ Ta6i-1 100% Not less than 75 % (Q) of CisHisNO3*C4sHiNOs
) (ketorolac tromethamine) in 15 min. / He menee
Bmit=2¥iiE6h 100% | 759, (Q) CisHENO*CsHiNO; (keroponaxa
Unit-3/ Tabn-3 100 % TPOMETaMHUH) Yepes 15 MuH.
Unit-4 / Ta6n-4 107 %
Unit-5/Tabn-5 103 %
Unit-6/ Tabn-6 100%
Remarks: The Product confirms o ND/ __|[Conclusion : APPROVED /
Tpumeuanue: [Tpogyk T cOOTBETCTBYET Tpelosanmm HI 3aknouyenne: OJJOBPEHO
Prepared by / [Toarorosneno: ||[Checked by/ Checked by (AQA)/ "Approved by: Quality Assurance/Authorized person /
“Ramakanl T1poBepeHo: ITposepeHo (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE

,\_ Pardeep Kumar Amit Kumar A NHHE: N
Gl < | | 0
Date / Date/ Date / Date / ; 81 A 8 - A ‘/S’

A &:135.08.2025 Hara: 31,08.2025 Hata: 31.08.2025 Hara:

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



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

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A wwsw.direddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg .
IpoaykT: Keropoa® Jxkcmpece (keTopoak) Tab/1eTKH, AHCIeprupyemsle g 0J10cTH pTa, 10 mr -
Market / Poinok - :Russia / Poccus il - S i
Batch No/ . | Batch Quantity / 36,00,000 tab/
Cepusn Ne — W% O0bem cepuu © 36,00,000 Tab ) i
Analytical Report No/ . 890001830747 Date of Analysis / . 31.08.2025
AHanuTHueckui oTyer No Jara anaausa B
Date of Manufacture/ - 07/2025 Date of Expiry / . 06/2027
Jara npou3BoaCTBa T'onen no :
Mifg. License No./ A S
IIponspoacTBeHHAas : MNB/05/263 i : JIII-Ne(004669)-(PT-RU)
Howmep PY
Jauenszus Ne = |
Analysis performed according ND: / Ananu3 nposegen no HJ: JITI-N2(004669)-(PI'-RU)-190224 |
|

| PIL version approved: / Mucrpyknus yrsepxkaena: 21.04.2025

Page Sof 11/ Ctp. S m3 11

i? Test / IlokasaTens ] Results / Pe3yasTaTst ‘ Specification / Hopma
6 | Particle size distribution / ~ Complies / CooTBetcTBYyeT TA unifonn_suépehsion passing through a 710 pm
| Aucnepcrocts sieve is formed. / O6paszyerca onHopomHas
. CyCHEH3Msl, TNpOXOASAIAs CKBO3b CHTO ¢
| pasmepom otreepcThit 710 MKM.
7 Impurities / ﬁpumecu |

Below LOQ (LOQ = 0.0032%) /| not more than 0.5 %; / He Gonee 0,5 %;
Huxe npeaena KOJIMICCTBCHHOI'O

onpeaeneaus (ITIKO = 0.0032%)

1-hydroxy analog of
ketorolac: /
l-rugpoKcHaHanor
KEeTopoJiaka

i l-keto analog of ketorolac / | 0.04 not more than 0.8 %; / e 6onee 0,8 %;

1 nwiviuLuiug helupwidiia

unidentified impurity / 0.02 not more than 0.5 %; / ve 6onee 0,5 %;
e IUHAYHAS
HenAeHTHOUUMPOBAHHASL

OpUMEChH

0.1 % " not more than 1.0 %./ He 6o7ee 1,0 %.

total impurities /
CyMMa mpuMecel

Conclusion : APPROVED /
3aknouenne: OJJOGPEHO

Remarks : The Product confirms to ND/
Ilpumeuanue: [Tponykr cootBercTByeT TpedoBanusm HJI

Prepared by / [Toarorosneno: ||Checked by/ Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ramakant [TpoBepeto: [Mposepeno (ACK )} ||OnobpeHo: Obecrieyenne kadecTBa/OTBETCTBEHHOE
@)’ tgj\ Pardeep Kumar Amil Kumar JTUNO: ®
I e
Date / Dau:! Eate / Date/ ! I
Hara: 31.08.2025 JlaTa: 31.08.2025 Jarta: 31.08.2025 Jara: \&\ - 8( )/AW ”

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4SC0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com



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

Qe
Dr.Reddy’s q:. Vill. khol, Natagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +21 98166 56001-02
CEPTUO®HUKAT AHAJIHU3A www .drreddys.com

'Product: Ketorol Express (ketorolac) _Orally Disintegrating Tablets 10 mg -
Ipoaykr: I_(gTOPQJl@ JKcnpece (keTOpoJIaK) TAGJIeTKH, JHCNePrupyemMble B 0JOCTH PTa, 10 mr

| Market / Prnox :Russia / Poccus i N oo
| Batch No/ ) Batch Quantity / ~36,00,000 tab /
| Cepusi Ne - e s O6bem cepun " 36,00,000 Tab ol
Analytical Repourt No / . 890001830747 Date of Analysis/ . 31.08.2025
AHanuTHYecKHA 0TyeT Ne | lara ananm3a e =
Date of Manufacture / . 07/2025 Date of Expiry / - 06/2027
Hara npomssogcTa v T'ogen no - -
Mfg. License No./
) | MA number:/ . .
IIpoussoacTBennasn : MNB/05/263 | Hiistep)ESd . JITI-Ne(004669)-(PT-RU)

| mnensns Ne = - | —
| Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
| PIL version approved: / MHcTpyKknus yTeep:kaena: 21.04.2025

Page 6 of 11/ C1p. 6 m3 11

No

No Test / IlokazaTe. b ‘ Results / Pe3yabTaThl Specification / Hopma
8 Water content/ | 2.1 % Not more than 7.0 %. /
Conaepxanne BoOabl | He 6onee 7,0 %.
9 Residual solvents / OctaTouHble OpraHMyecKHue pacTBOPUTEJIH |
[ Isopropyl alcohol / [ 13 pg/tab / | Not more than 350 pg/tab. / |
M3onponanon 13 mxr B Tabnetke He 6onee 350 MKr B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IlpoayxT cooTBeTcTBYET TpeboBanuam HJI 3axmouenne: OJOBPEHO

EPrv:pared by / [loarorosneno: |[Checked byT Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITposepeno (AOK): ||On06peH0: Obecnedenne kauectBa/OTBETCTBEHHOE

Ramakant ITposepeHo:
, Pardeep Kumar Amil Kurrar NHI0!
[)J:y/ ‘_,/1 : \

Date / Date / Date / Date / .
Hara: 31.08.2025 Hata: 31.08.2025 Hara: 31.08.2025 Hara: \r&'\ f‘og = L)) ||

=

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel +914G 4900 2900, Fax: +91 4C 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q;""

CERTIFICATE OF

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

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

ANALYSIS  Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drieddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: ISBT(_)_QOJI® Jxenpece (KeTopoiak) TabJIETKH, IHCHEPrupyeMble B MOJIOCTH PTa, 10 mr

| Batch Quantity/

~36,00,000 tab/

O6mbem cepun © 36,00,000 Tab

. Market / Peinok ~ :Russia / Poccus
| Batch No/ -

Cepna Ne -~ - G : VV2SOE2.

Analytical Repourt No/ - 890001830747

AHANMTHYECKHI 0TyeT Ne

Date of Manufacture / - 07/2025

Jara mpoussoacTBa

Mfg. License No. /

TlpouzBoacTBeHHAs : MNB/05/263
| InneH3Hs Ne

Date of Analysis /

: 31.08.2025
Jara anajnsza
Date of Expiry/ P
I'ogen go _® -
MA number:/ .
Homep PY : JIII-Ne(004669)-(PT'-RU)

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

| PIL version approved: / UncTpykuus yrepxaena: 21.04.2025

Page 7 of 11/ Cip. 7 m3 11

| i.:) | Test / Iloka3aTeanb Results / PesysibTaTnl : Specification / Hopma
10 " Microbiological purity*/ MukpoGuonoruieckas uncrora* B )
[ Total Aerobic Microbial Less than 10 CFU/g / not more than 10° Cl?ﬁ/g; /
. Count / obiee +HCIO Menee 10 KOE/r e 6osee 103 KOE/T;
| a3poOHbIX MHKPO-
OpraHU3MOB |
~ Total Combined Yeast and | Less than 10 CFU/g / " not more than 10> CFU/g; /
mold count / ob1ee 4HCIO | Menee 10 KOE/r e Gonee 10> KOE/r;
JOPOMOKEBBIX U TIECHEBBIX .
rpuboB [
I Escherichia Coli i Absent in 1 gram / shell be absent in 1 gram. /
Orcyrcreyer B 1 1 oTcyrcreue B 1 T.

11 Uniformity of dosage units / 53 Acceptance value (AV) not more than 15.0
OasopoaHocTh [Tokasartens npuemnemoctH (A4V) nomkeH ObITh
J03HPOBAHHbLIX €IMHUL | e 6onee 15,0.

|
| l

Remarks: The Product confirms to ND/
ITpumeuanne: IIpogykT cooTBeTCTRYeT TpeboBaHusM HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Ilonrotoneno:  [|Checked by/ Checked by (AQA) / ||Approved by: Quality Assurance/ Authorized person /
Ramakant [posepetio: [poseperio (AOK):  ||OnoBpena: Obecnieuenne kayecTsa/OTBETCTBEHHOE
@L ﬁ_ Pardeep Kumar AmilKumar |\ NIL0; \
d \ -—/
Date/ Dale/ Date / Date / 1
- 1.Q
Hara: 31.08.2025 Hara: 31.08.2025 Hara: 31.08.2025 Hara: 3’)/‘3 y 2 W

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

Tel +9140 4900 2900, Fax: +9140 4900 29399, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



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

S
DI".Reddy,S ‘.0. Vill. Khol, Natagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS 7o : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A  www.drreddys.com

|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg - _!
|poaykr: Keropoa® Jxenpece (keToposak) Ta6IeTKH, AHCIeprupyemMble B oaocTi pra, 10 mr -
| Market / Pomok ) :Russia / Poccua - . Ll _

Batch No/ _ | Batch Quantity/ _36,00,000 tab /

CepugNe s 20052 Ob6bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 890001830747 Date of Analysis/ . 31.08.2025

AHanHTHYECKHH oT4eT No JaTa ananusa )
| Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027

JaTa npousBoacTBa | 'open o B

Mfg. License No. / MA ber:/

TIpon3BoCTEEHNAS - MNB/05/263 DLk . JITI-Ne(004669)-(PT-RU)

Homep PY

JnneH3us Ne - |

Analysis performed according ND: / Ananu3 npoeaen mo HJ/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / MucTpykuus yreep:kaena: 21,04.2025

Page 8 of 11 / Ctp. 8 m3 11 .

i.‘: Test / [TokaszaTenb Results / Pe3yabTaThbl | Specification / Hopma
12 Assay / KonnuecTBeHHoe 10.1 mg/10.1 mr | From 9.0mg to 11.0 mg of
onpeaesieHUue (101.4 %) CisHiNO3C4H;INO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. f Or 9,0 Mr o 11,0 mr [
| CisHisNO;3*C4H;NO;, (keroponaka
| | tpomeramMutd) (or 90,0 mo 110,0 % or
| 3asBJICHHOr'0 KOJMYECTBa) B TaOJETKE.
13 Butylhydroxyanisole 0.0971mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0971 mr B Tabnetke He menee 0,042 mr B Tabnetke.
Oy THJIrMIPOKCHAHH30/1a
= e —
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpogykT coorBeTcTBYET TpedoBanusM HJI 3akmouyenune: OJJIOBPEHO
Prepared by / Tloarotosneno: [jChecked by/ Checked by (AQA) / ||Approved by: Qualit; Assurance/ Authorized person /
Ramakant IpoBepeno; MMposepedo (AOK):  [|Onobpeno: Obecnieyenue kauecTsa/OTBETCTBEHHOE
t\ Pardeep Kumar Amit Kumar JIIO:
) / A S ‘
Date / Date / Date / 1 Date / ) A A
Hata: 31.08.2025 Hata: 31.08.2025 Hara: 31.08.2025 Hara: &I) 8 (V

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLL0O04507
www.drreddys.com



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

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

Distt. Solan, HP., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTHOUKAT AHAJIA3A  www.drreddys.com

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

Hpoaykr: Keropoa® xcnpece (KeTopoJak) Ta6aeTKn, AMCneprupyemble B noaocTu pra, 10 mr — e ]
Market / Prinok - :Russia / Poccus I
Batch No/ . Batch Quantity / . 36,00,000 tab/

Cepuna Ne B O6bem cepun " 36,00,000 Tab .
Analytical Repo:'t No / . 890001830747 Date of Analysis/ . 31.08.2025

AHanuTHYecKHH oTyer No Jlata anajunza

Date of Manufacture / - 07/2005 Date of Expiry / - 06/2027

JlaTa npon3BojcTRa I'open no

Mfg. License No./ WA wiler]

TIpon3BOACTBEHHASN : MNB/05/263 H - : JITI-Ne(004669)-(PT'-RU)

omep PY

_JHueHzua Ne

Analysis performed according ND: / Anaan3 nposenen nmo HJI: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / UucTpyxunus yreep:kaena: 21.04.2025

Page 9 of 11/C7p. 9 u3 11

i;’ Test / [TokasaTens Results / PesyanTarst Specification / Hopma
14 Package description/ 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue 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
foil. 2 blisters with patient | carton pack. / Tlo 10 TaGnerok B Ousmcrepe u3
information leaflet in a carton | ([TA/AJI/IID ¢ snaromornorarenem/[1DBIT)
pack. / Ilo 10 Tabnerox B | ¢domeru / (MD/AJl) dbomru. Ilo 1 wm 2
Gmucrepe w3 ([IA/AJV/IID c | OnMcrepa BMecTe € JMCTKOM-BKNAfbIEM B
Braronornotutenem/[13BIT) MauKy KkapTOHHYEO.

doneru // (I12/AJ1) domru. [lo
2 6imMcTepa BMECTE € JIMCTKOM-
BKJTALIBIILIEM B nayky
KapTOHHYIO.

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

every 20 batches or one batch per year whichever is more.
* Ilpu BBINYCKe NEKAPCTBEHHOr O MpPENapaTa KOHTPObL KAaUeCTBa no nokasaTemio «Mikpobuonoriyeckasn

YHCTOTA» MPOBOAMTES ANA KAXKA0H 20-0it cepun, Hii AN OQHOI CepuM B roj, B 3aBHCHMOCTH OT TOrO, 4TO
HACTYNHT paHbILie.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
'l'lplmel:anne: [IponyxT coorBeTcTBYeT TpeboBannam HJL 3axk mouenne: OJOBPEHO
Prepared by / IMoarorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person/
Ramakant [TpoeepeHo: I[lposepero (AOK): ||Onodpeno: OBecneueHue KauecTsa/ OTBETCTBEHHOE
uﬁ" Pardeep Kumar Amit Kumar A finuo:
7 r -""'-’
-~ | -+ N | =
‘Date.’ Datey Date/ Date / -~
Hara: 31.08.2025 Hara: 31.08.2025 Hara: 31.08.2025 Hara: g" ~¢ W W

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tek +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
Cii: L85195AP1984PLCO04507
www.drreddys.com



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

[ X
Dr.Reddy’s ‘;. Vill. Knol, Nafagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7cl 10198166 5600102
CEPTHOHUKAT AHAJMN3A www.drreddys.com

(Product : Ketorol Expres;(ketorolac) Orally Disintegrating Tablets 10 mg
[Ilpoaykr: KeTo_po.n® JKenpece (KeTopo.Iak) TabjieTky, QHCNEprupyeMble B MOJOCTH pTa, 10 mr

PIL version approved: / MacTpykuus yTeepskiena: 21.04.2025

Page 1o of 11/ Crp. 10 m3 11

Mar_k_et_/ﬁgnoi B :Russia / Poccus - i =
Batch No / : | Batch Quantity / ~36,00,000 tab/
Cepus Ne . L VuEgsa O0bem cepnn © 36,00,000 Tab
Analytical Repovrt No / - 890001830747 Date of Analysis / . 31.08.2025
| AHanuTHYeCKHil oTyeT Ne _| Jlata ananusa - |
| Date of Manufacture/ - 07/2005 Date of Expiry / - 06/2027
JlaTa nmpon3BoacTea I'oxen 1o = =
Mfg. License No./ MA ber:/
I pou3BoACTBeHNAs : MNB/05/263 MEhele - JITI-Ne(004669)-(PT-RU) |
Homep PY |
 nensug Ne | —
Analysis performed according ND: / Anaan3 nposeaen o HI: JITI-Ne(004669)-(PI'-RU)-190224 !
|

! API name / HaumenoBanue APC: | Ketorolac tromethamine / KeToponaka TpoMeTaMuH
 INN /MHM: . - Ketorolac / Ketoponak
| AEL manuditeturer batol pumbes ¢ ABSH001207, ABSH001208, ABSHO001108

Homep cepun nponspogurtenn ADC: —=
| FP Manufacturer API Batch number /

I Homep cepuii cydcTaBuny DPOH3BOAHTEA FESAO00168, FESA00169, FESA00215
I'JID: B
API Mamnufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
| Ipoussoautens ADPC, cTpana: H-p Pennu'c Jlabopatopuc Jita, Uuous

' Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd,, India, Formulation Unit-6, Vill, K hol,
manufacturing site / Control site / Release | Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site/ | MNB/05/263) /

HaumenoBanue, aapec, JHIEH3U Jst | H-p Pennw’c Jlabopatopuc JItn, Manus, [lponssoacTeenHoe
IIponsBoacreenHas miuomanka / Ilnowagka noapazaeneHue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, J{uctpuxt
KOHTpoJsA KayecTsa / [lomaaka BbInycKa Comnan, X.I1,, 173205, Mnaus (mmuensna Homep MNB/05/263)

Declaration of certification: « 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».

IIRemarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosanusam HJ[ 3akmouenne: OJJOBPEHO
Prepared by / Hom‘om;leﬂo: Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/ Authorized person /
Ramakant [Tposepero: Tpoeepeno (AOK):  ||Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
(t\ Pardeep Kumar Amit Kumar AULIO:
N s g
o’ 3 Qf/{ Hfa'ﬁ" = /‘)’6
Date / Date/ Date / Date /
Harta: 31.08.2025 Hara: 31.08.2025 Hata: 31.08.2025 Hara: g‘} /Ag 1o W

Registared Office: $-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



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

, Q%
Dr.Reddy S ‘5 Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tei: +91 56166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disinteg?ating Tablets 10 mg
|Ipoaykt: Ketopoa® Jxcnpece (xeTopoJiak) TaGJIeTKH, JHCNEPrupyeMble B 0JI0CTH pTa, 10 Mr o =

| Market / Prinok :Russia / Poccua _ At
Batch No/ ™ 7 Batch Quantity / _36,00,000 tab/
Cepus Ne - - - 1 V250032 O6BeM cepun © 36,00,000 Ta6
Analytical Repo‘f‘t No/ . 890001830747 Date of Analysis / . 31.08.2025
AxaanaTHYecKHi oTdeT Ne JaTa anaansa .
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027
|_ HaTa nponssoacTBa _ T'ogen no — Y
| Mfg. License No. / MA number:/
IIponsBoacTeennas - MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)
Homep PY
| numenszus Ne

| Analysis performed according ND: / Anaauns nposesnen no HJI: JIII-Ne(004669)-(PT-RU)-190224

PIL version approved: / MucTpykuns yrsep:xaena: 21.04.2025

Page 11 of 11/Crp. 11 m3 11
3akj04eHune 0 cooTBeTCTBHR: «HacTosnmM g moaTBepXKal0, YTO NpUBEAECHHas Bbllle HHQOpMALIHA SABJSETCA
JIOCTOBEPHOH U TOYHOH. DTa cepusi MpOAYKIHMH TIpoM3BeleHa (BKIIOYAas YMAKOBKY (MapKUPOBKY) U KOHTPOJIb
KayecTBa) Ha BbINICYKA3aHHOM MPOM3BOACTBEHHOM IUIomafKke (IMJIOMAAKax) B I[OJHOM COOTBETCTBHH C
TpeboBauusamMu IlpaBun HaJurexareid MpPOW3BOJCTBEHHOW NMpaKTHKU EBpa3sHHCKOro 3KOHOMHYECKOTO COM3a U
TpeOOBaHUSIMH KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKX€ B COOTBETCTBHM CO CHEIU(UKAIUSIMU,
COJICPXKalllIMUCS B PETHCTPAHOHHOM J0ChE CTPaHbI-MMIIOPTEpA. 3aIUCH MO TPOU3BOCTBY, YIIAKOBKE U aHAIH3Y
IIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHusM [IpaBun BHamiexamed MpoU3BOACTBEHHOM NMpaKTUKU
EBpasuifckoro 3kOHOMHYECKOTO COKO3a».

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

IIpumeuyanne: ITponykT cooTBeTCTBYET TpeboBaHUAM HJI 3akmouenne: OJOBPEHO

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

Ramakant ITpoecpeso: ITporepero (AOK):  ||Onobpeno: O6ecnedenue kauecTsa/OTBETCTBEHHOE
\* Pardeep Kumar Amit Kymar TULO:

Date/ } Date/ Date/ Date/ : - A~

HaTta: 31.08.2025 ’;ﬂa: 31.08.2025 Hara: 31.08.2025 Hara: \?7/1"% »o

Registered Office: 8-2-337, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL 004507
www.drreddys.com

|



