Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A |, drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o |
Ipoaykr: Ketopos® Ixcenpece (keroposak) TabaeTkn, AHCHeprupyemble B moJ10cTH pra, 10 Mr - ]

Market / PoiHOK :Russia / Poccus

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

Cepusn Ne V2502495 Oo6bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003242563 Date of Analysis / . 90.12.2025

AHanuTH4ecKHH oT4yeT No JaTta ananu3a

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

Jara npousBoacTBa T'ogen no

Mifg. License No. / MA number: /

ITponseomcreenHas : MNB/05/263 : . JITI-Ne(004669)-(PI'-RU)

Homep PY

JAHueH3us No .
Analysis performed according ND: / Ananu3 nposeaen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / MHcTpykuns yreep:kaena: 21.04.2025 ]

Pagelof11/Cyp.1 m3 11

Ketorolac / Kemoponax

No . :
N Test / Iloka3zaTesnb Results / PezynbTaThl 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 muiockue
side. / Kpyrnbie niockue Tabnetku ¢ (ackoi, CBETIO-KENTOro LBeTa C
TabneTKH ¢ packoif, ceeTIo- IPaBUPOBKOI «|» Ha OJHOU CTOPOHE.
KEJITOTO L[BETA C IPABUPOBKOM
‘ «l» Ha oiHOIt cTOpOHE.
2 Identification / UnenTnduxauus

Complies / COOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / Y®-
CMEKTPBI NOTJIOIIEHHS UCTIBITYEMOTO pacTBopa
pacTBopa CTaHZapTHOro oOpa3La KeToposaka
TpPOMETaMHHA JOJDKHBI UMETh MAKCHMYMBI [PH
OJHOM M TOM Xe IJIMHE BOJHBI (+ 2 HM).

IRemarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusIM HJJ

Conclusion : APPROVED /
3akmouenue: OAOBPEHO

|Prepared by / (Checked by / |Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Monrotosneno: Pravesh 7 ||Fiposepero: Pardeep ||[Tposepeno (AOK): ||Omo6peno: Obecnieyenne kauectsa/OTBETCTBEHHOE
Rana b " ||[Kumar Amit Kumar JHLO:

7| [ | gl

< iz : { il
Date / Date / [Date / Date / 2G-p 2026
Iara: 29.12.2025 |MaTa: 29.12.2025 Hata: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 401 92166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpece (keropoJiak) TabaeTKH, JHCHeprupyemMbie B H0OJ0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus .

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

Cepus Ne A ke Oo6bem cepru " 36,00,000 Tab

Analytical Repovrt No/ . 040003242563 Date of Analysis / - 29.12.2025

AnanuTudecknii oryer Ne HaTa anaian3a

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

Jara npon3BoacTBa T'ogen oo

Mfg. License No. / MA —

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

Javuensus No

Analysis performed according ND: / Avanaus nposeaen mo HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuns yrBep:xkaeHa: 21.04.2025

Page 2 of 11/ Ctp. 2 m3 11

No

Test / IToxazareib
Ne

Results / PesyabTaTni

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 ynep>XHBAaHHS OCHOBHOTO IHKa Ha
XpoMaTorpamme UCIIBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATh BpeMeHU
YAEPKUBAHUS OCHOBHOTO yKa Ha
XpoMmarorpamMMme  pacTBOpa  CTaHIAPTHOIO
ofOpasua keTopojlaka TpoMeTamMuHa (pasjeln
«KonnyecTBeHHOE OMpeaeeHue»).

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanmam H/J

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotopneno: Pravesh . [[[IpoBepeHo: Pardeep (|[Ipoeepeno (AOK): [|OnpoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana _ Kumar Amit Kumar JINLO: -
“ A A
- O!L’Z ‘f = —
Date / Date / . » Date / Date / 291220 1<
JaTa: 29.12.2025 Hara: 29.12.2025 )IqTa: 29.12.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydeiabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Bymunzudpoxcuanuzon

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). /
Bpewmena YAepX UBaHUA MHKOB 2-
OyTUIArHApOKCHAHU30I1a u 3-
OyTHNITHAPOKCHAHM30/Ia Ha  XpoMarorpamme
HCIBITYEMOTO pacTBOpa JOJDKHBI
COOTBETCTBOBATb  BpeMEHaM  YHECPXKUBAHUA
NUKOB  2-OyTWNrMApOKCHaHu3ofma M 3-
OyTunruapoxcHaHu3onga Ha  XpomarorpaMme
pacTBopa CTaHOAPTHOTO obpa3sua
Oytunruapoxcuanusona (paspen «Copaepixanne
Oy TUNTHAPOKCUAHU3O0TIAY).

CERTIFICATE OF ANALYSIS 1. .91 98166 56001-02
CEPTUPHUKAT AHAJIM3A \Nww.drreddy&com

Product : Ketorol Express (ketorolac) Orally Disintegra’tiiknﬂgi;l‘ablets 10 mg ) - ]
TIpoayxt: Keropoa® Jxcnpece (keToposiak) TabaeTKH, AHCOEPrapyemMble B MOJI0CTH pTa, 10 mr P
Market / Poinok :Russia / Poccus

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

Cepus Ne VRS0 O6beM cepun © 36,00,000 Tab

Analytical Repovrt No/ . 040003242563 Date of Analysis / - 29122025

AHanuTHYECKHI# oTYeT No JlaTa anajn3a

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

Jata npou3BoAcTBa I'open o

Mfg. License No. / MA numiber: /

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

Homep PY

JHLEeH3Hs Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpykuns yreep:aena: 21.04.2025 |

Page3 of 11/ Crp.3 m3 11
| No
N Test / HokazaTennb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-butylhydroxyanisole and

Remarks : The Product confirms to ND/

IIpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[loarorosneuo: Pravesh . [|[Iposepeno: Pardeep |[[Tposepeno (AOK): |[Omo6peno: Obecnedenue kauectsa/OTBETCTBEHHOE
Rana 2 / Kumar Amit Kumar L JIANO: ,

\
Date / Date / Date / Date / 29-)2 202
Hara: 29.12.2025 Jara: 29.12.2025 Jara: 29.12.2025 |HaTa:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

91 58166 56001-02

CEPTUOHUKAT AHAJIU3A

w—\l :
el . T JulLu

www.drreddys.com

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

Ipoaykr: Ketopoa® Ixcnpece (keTopoJiak) Tab/IeTKH, AHCHEPTHpYeMble B MOJIOCTH pra, 10 Mr

Market / Poinok :Russia / Poccnsa

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

Cepus Ne i O6beM cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003242563 Date of Analysis / . 99.12.2025

AHanuTu4eckuii oTyer Ne Jdara ananusza

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JlaTta npoH3BOACTBA Topen no

Mifg. License No. / MA mrlime

IIpousBomcrBeHHas : MNB/05/263 ) ;. JITI-Ne(004669)-(PT-RU)

Homep PY
JuueH3nst Ne

' Analysis performed according ND: / Ananuz nposenen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11

i“? Test / IToka3zaTeab Results / Pe3ysbTaTsl Specification / Hopma
3 Average weight / Cpeanss 70.2 mg /70,2 Mr 672mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr ao 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 %.
OnHODO ):)ch z;gcc Complies / CooTBeTCTBYET 18/20 Tabnerok — He OGomee * 10%;
AHOpOAH Maceel 2/20 Tabnetox — ne 6omnee £ 20 %.
4 Disintegration time/ 00 min 48 sec / 00 Mun 48 cex Not more than 3 min. / He 6osiee 3 MuH.
Pacnapaemocrn
5 Dissolution / PacTeopenue Unit-1/ Ta6n-1 100 % Not less than 75 % (Q) of C1sH13NO3+CsH; NO;
; (ketorolac tromethamine) in 15 min. / He MeHee
S R L 75% (Q) CisH;3NO3;*C4H | 1NOs  (keToponaka
Unit-3 / Tabn-3 100 % TpoOMeTaMUH) yepes 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 89 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBETCTBYET TpeboBaHuaM HJ

Conclusion : APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by /
[Noaroroeneno: Pravesh
Rana

2

IChecked by /
[Tposepero: Pardeep
Kumar

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

A
e
| ol
I

|Approved by: Quality Assurarice/Authorized person /

Opobpeno: Obecnieuenne xauecTBa/OTBETCTBEHHOE

JIALO. g)

Date /
| Mata: 29.12.2025

Date /
Jdara: 29.12.2025

|Date /

Hara: 29.12.2025

Date /

)yl 2028
Hara: _

Registered Office: 8-2-337, Roac No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

[Product : Ketorol Express (ket_orolac) Orally Disintegrating Tablets 10 mg
ITpoxykt: Keroposa® Jxcmpecc (keropoaax) TaG1eTKH, AlcNeprupyeMbie B I0J0CTH pTa, 10 Mr

Junenszus Ne

Market / Poinok :Russia / Poccus - ]
Batch No / ‘ Batch Quantity / ~36,00,000 tab /
| Cepus Ne e O6bem cepum " 36,00,000 Tab
Analytical Repovrt No / - 040003242563 Date of Analysis / . 99122025
AHajguTH49ecKHii oTyer Ne Mara ananauza
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
Jarta npon3BoacTBa N T'ogen go
Mfg. License No. / MA number: /
IIpousBoncTBeHHAas : MNB/05/263 ) . JITI-Ne(004669)-(PT-RU)

Howmep PY

Analysis performed according ND: / Auanuz nposeaen nmo HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuns yreepsxaena: 21.04.2025

PageSof11/Crp. S n3 11

i_? Test / [lokaszaTenn Results / PesyabTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension pasging through a 710 pm
JucnepcHocTh sieve is formed. / OOpasyerci oaHOpoaHas
CycmeH3us, TMpoXoJsilas CKBO3b CHUTO C
pa3mepoM oTBepcTuil 710 MKM.
7 | Impt;rfti:as / IIpumecn

1-hydroxy analog of
ketorolac: /
l-ruapoxcuaHanor

Below LOQ (LOQ = 0.0032 %)
/ Hwxe nipenena
KOJIMYECTBEHHOTO OIpeeneH s

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

KeTopoNiaka (TIKO = 0.0032 %)
1-keto analog of ketorolac / [ 0.04 % not more than 0.8 %; / He Gosee 0,8 %o;
1-keToaHanor keroponaka
unidentified impurity / 0.02 % not more than 0.5 %, / He 6oaee 0,5 %;
eIMHIYHAs
HeuOeHTU(ULIUPOBAaHHAS
NpUMeCch
total impurities / 0.1 % not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanne: [poaykr cooreercreyer Tpedoanmam HJL 3axarouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarorosieno: Pravesh [Tpoeepeno: Pardeep |[[Tposepeno (AOK): [|Onobpeno: Obecrieuenne kavecTBa/OTBeTCTREHHOE
Rana / ||Kumar {Amit Kumar JILO: € ﬂ‘
-~ 1 A\ /
L/ J'\ g E:
_ 4 = ] _
[Date / |Date / Date / Date / 2942262
Hata: 29.12.2025 Hara: 29.12.2025 Jara: 29.12.2025 Hara:

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




Dr.Reddy’s Q,’o

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6

Vill. Knol, 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
TIpoaykt: Keropoa® Dkcnpece (keToposak) TabiieTKH, JHCHEPrHpyeMble B 10J0CTH pTa, 10 mr

Market / Prinok :Russia / Poccus

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

Cepus Ne F ¥AI2AA0 O0bem cepun © 36,00,000 Tab

Analytical RepO}'t No/ - 040003242563 Date of Analysis / - 99122025

AHanuTH4YeCKHH oTyeT No JlaTa anaJjun3a

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

JaTa npom3BoacTBa B T'omeu g0

Mifg. License No. / MA number: /

IIpou3sBo/icTBeHHAA : MNB/05/263 ) : JII-Ne(004669)-(PT-RU)
Homep PY

Juien3us Ne

Analysis performed according ND: / Ananuz nposeaen no H/: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuusi yreep:xknena: 21.04.2025

Page 6 of 11/ Ctp. 6 mu3 11

1}00 Test / [lokazarenn Results / Pe3yabTaThl Specification / Hopma
8 Water content / 22% Not more than 7.0 %. /
| ConepxxaHue BoAbl He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHn4ecKkie pacTBOPUTeNH
Isopropyl alcohol / 8 pg/tab / Not more than 350 pg/tab. /
H3zonponaxon 8 MKr B TabneTke He 6onee 350 mMxr B Tabnerke.

Remarks : The Product confirms to ND/

[Ipumeuanue: IIpogykxT cooTBeTCTBYET TpeboBaHusim HJ

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ilogroroeneno: Pravesh /) |[[Tposepeto: Pardeep  |[[Ipoepero (AOK): [|Ono6peto: Obecneuenne kayectBa/OTBETCTBEHHOE
Rana ;/ Kumar . Amit Kumar JIUIO: @

’ <
Date / Date / Date / Date / 27(,&,;0;4’
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Hara:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories itd.
Formutation Unit-56

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

CERTIFICATE OF ANALYSIS o) '001cc'c6001.02

| PIL version approved: / Mucrpyknns yreepxkaeHa: 21.04.2025

CEPTUDUKAT AHAJIU3A v drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Keropon® Dxenpece (keToposak) TabjieTKH, AMcieprapyemMbie B H0J10CTH pTa, 10 Mr
Market / Poinok :Russia / Poccust ,
Batch No / , Batch Quantity / ~36,00,000 tab /
Cepus Ne H 2502455 O6bem cepuH © 36,00,000 Tab
Analytical Repo:’t No/ . 040003242563 Date of Analysis / . 99.12.2025
AHanuTHYeCKHH oTueT No JlaTa ananu3za

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

JaTta npoM3BOACTBA I'ogen no

Mifg. License No. / RIA smuiitiers 7

IIpousBoacTBeHHAN : MNB/05/263 ’ : JITI-Ne(004669)-(PT-RU)

Homep PY
JHneH3us Ne
Analysis performed according ND: / Auanns nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224

Page 7 0of 11/ Crp. 7 m3 11

i? Test / [lokazaTeanb Results / Pe3yabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uosioruyeckast uncrora*

Total Aerobic Microbial NA not more than 10* CFU/g; /

Count / obLiee 4ucno He 6osee 102 KOE/T;

a3pOOHBIX MHKPO-

OpPraHW3MOB

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

mold count / obuiee ynucno He 6anee 10> KOE/r;

JIPOXOKEBBIX U IIECHEBBIX

rpu6os

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 34 [MTokazarens npuemnemoctu (4V) nosmkeH ObITh
AO3HPOBAHHBIX eAMHHIL ’ He 6osee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYeET TpeboBaHmsIM HJT 3akmwyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toxroroenexo: Pravesh ;s |[[1posepeno: Pardeep ||[1posepero (AOK): [|Omo6peno: Obecnedenre kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JIALO: )

7 i /\ — E g

- \ _—
= | 2

Date / Date / Date / |Date / 094y 2"
Hara: 29.12.2025 Hara: 29.12,2025 Hara: 29.12.2025 Hara:

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 92166 56001-02

i o )

CEPTUOPHNKAT AHAJIN3A

www.drreddys.coin

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

ITpoaykT: Keropon® Ixenpece (keroposiak) TabeTKH, AUCIEPrUpyeMble B NOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne § V2S0Ra0s O6bem cepun © 36,00,000 Tab N
Analytical Repourt No/ - 040003242563 Date of Analysis / . 99122025
AHanuru4eckHii oTyeT Ne JlaTa ananu3za
Date of Manufacture / - 12/2025 Date of Expiry / . 112027
Jara npoMiBoJcTBa Togen go
' Mfg. License No. / MA number: /
IlpousBomcTBEHHAS : MNB/05/263 ’ ;. JIII-Ne(004669)-(PT-RU)
Homep PY
Juuensus Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page8of 11/ Crp.8 m3 11

::) Test / Iloka3zaTenb Results / PesynbTaThl Specification / Hopma
12 Assay / KonudecTBeHHOe 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpejesieHHe (100.4 %) CisH13NO3*C4H 1 NO;3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. /4 Or 9,0mMr  mo 11,0 mr
Ci15H13NO3+C4H 1NO3 (KeTOpOHaKa
tpomeramuH) (ot 90,0 mo 110,0 % or
3asBJICHHOTO KOJIMYECTBA) B TabIETKeE.
13 Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxkanue 0.0934 mr B Tabnerke He menee 0,042 mr B TabneTke.
6y THJIITHAPOKCHAHHM30J1A

Remarks : The Product confirms to ND/
IIpumeuanue: [TpomykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OMOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosneno: Pravesh ,© ||[Iposepeno: Pardeep ||TIpoBepeno (AOK): ||Omo6peno: Obecneyenue kauectsa/OTBETCTBEHHOE
Rana - Kumar Amit Kumar JIMLO: :
L N
Q‘(""_” /\F/;// ~
Date / Date / Date / Date / 09129008~
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 49C0 2399, Email: mail@drraddys.com

CIN: LR5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘_‘.

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

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

CERTIFICATE OF ANALYSIS . 1 ag1g6 56001.00

CEPTHOUKAT AHAJIU3A www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 nfg - ]
ITpoaykt: Keropos® Ixenpece (keTopoJiak) Tabaerku, AHcnepriapyemMbie B HoJ0CTH pra, 10 mr - |
 Market / Prinok ‘Russia /Poccus - _

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

Cepus Ne i O6beM cepHH © 36,00,000 Tab

Analytical Repo:‘t No/ . 040003242563 Date of Analysis / . 20.12.2025

AHaJuTH4ecKHH oTueT No JlaTa ananusza

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

Jara npousBoacTea I'ogen oo

Mifg. License No. / T T —

IIpousBogcTrBeHHAR : MNB/05/263 ) ;. JITI-Ne(004669)-(PT-RU)

Homep PY

JHIeH3Uust Ne

Analysis performed according ND: / Ananau3 nposenen no HJ/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UncTpykuus yreepxkaena: 21.04.2025
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OnucaHne yNakoBKHU

1}:’ Test / [TokazaTesn Results / Pe3yabTaThbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe u3z ([TA/AJI/TID ¢
pinaronornoturenem/I[13BIT)
¢doneru // (II3/AJT) ponbru. Io
2 fnucTepa BMECTE C JIMCTKOM-
BIUIa/IbILIIEM B nauky
KapTOHHYIO.

desiccant/HDPE) foil // .(PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnetox B OnucTtepe u3
(IIA/AJV/TTD ¢ BnaronornotutesieM/ITIBII)
¢doneru // (IID/AJI) coneru. Ilo 1 unn 2
onucTepa BMecTe C JIHCTKOM-BKJIablllieM B
Navyky 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.
* Ilpu BbIycKe IeKapCTBEeHHOro NMpenapaTta KOHTPOJb KayecTsa no nokasarenio «Mukpobuoaornyeckast
YMCTOTA» NPOBOAUTCH ANs1 Kaxaoi 20-0ii cepun, MM AJ1sl OAHOIT cepUH B roji, B 3aBUCHMOCTH OT TOT0, YTO
HACTYIMT pallbLLIC.

Remarks : The Product confirms to ND/
[Ipumeuanue: IIpoaykt cooTBeTCTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Pravesh - ||[Iposepeno: Pardeep |[[Tposepeno (AOK): |[OnoGperno: Obecneuenne kauectBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JILO: AT
e M
< ,f‘ L -
Date / Date / Date / Date / 29, )2.-202¢
Hata: 29.12.2025 Hara: 29.12.2025 Jlara: 29.12.2025 Hara:

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

CIN: LR5195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘. @ . .y
Formuiation Unit-6

? ®

Dr‘ Reddy S ® Vill. Khol, Nalagarh Road, Baddi,

’ Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS . 51 98166 56001-02
CEPTUPUKAT AHAJM3A . drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkenpece (keTopoiak) Ta6/1eTKH, JHCHEPrupyeMble B MOJIOCTH pTa, 10 Mr )
Market / Prinox ‘Russia / Poccus N
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepusi Ne e O0bem cepuu " 36,00,000 Tab
Analytical Repo:’t No/ 040003242563 Date of Analysis / . 90.12.2025
AHanuTH4ecKHii oTueT No JaTta anann3a
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JlaTa npoM3BoacTBa Tomen go
Mfg. License No. / MA number: /
IIpousBomcTBeHHaN : MNB/05/263 : : JITI-Ne(004669)-(PT-RU)
Homep PY
auuensusi Ne
Analysis performed according ND: / Ananu3 nposegen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

[ PIL version approved: / MucTpykuus yrBepxxaena: 21.04.2025

Page 10 of 11/ Crp. 10 3 11

API name / HanmenoBanue ADC: Ketorolac tromethamine / Keroponaka TpomeraMuH

INN / MHH: - Ketorolac / Keroponak

API manufacturer batch number / ABSH001605

Homep cepun nponspoautesas APC:

FP Manufacturer API Batch number /

Homep cepuu cy0cTaHIHH IPOH3BOXHTEIN FESA00218

I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpon3eogurens ADC, crpana: H-p Pennu'c Jlabopatopuc Jlta., Uuaus

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

HaunMenosaHue, aapec, JHIEH3US JJIS J-p Pennu’c Jlaboparopuc Jita., Huaus, [lpoussoacteenHoe
IIponsBoacTBennas niomanka / Ilnomanka noapasaenenue-6, Bumn. Kxone, Hanarapx Poyn, bagnu, ucrpukr
KOHTPOAs KavyecTBa / Ilnomwaaka BeIIycKa Conan, X.I1., 173205, Uugus (nuuenszus Homep 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 /
IIpumeyanue: IIpoayKT cooTBeTCTBYET TpeboBaHmAM H]L 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarotosnexo: Pravesh [TpoBepeno: Pardeep  [|I[Ipoeepeno (AOK): ||Omobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JIMLO: ﬁj
: / 2
Date / Date / Date / Date / D)9 -202&
Hara: 29.12.2025 Hata: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC004507
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 5600102

www.drreddys.com

. @
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '
Hpoayxr: Ketopoa® Ikcnpece (keropoaak) TabieTKH, AHCHEprupyembie B OJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § ¥250250 O6beM cepuu " 36,00,000 Tab

Analytical Report No/ . 040003242563 Date of Analysis / . 19.12.2025

AnanuTudeckuii oTuer Ne Jarta anajauza

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

JaTa npou3BoacTsa I'ogen 10

Mfg. License No. / MA number: /

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

JHneHsHa Ne

Analysis performed according ND: / Auanus nposenen mo H/I: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Mncrpyknus yreepxkaena: 21.04.2025
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3akinoyeHHne o coorBeTcTBHH: «HacTosluM s MOATBEpPXK a0, YTO TPUBEICHHAS BbIlle HHPOPMAIIHS SBISCTCS
JIOCTOBEPHOH M TOYHOH. OJTa cepus NpPONYKIMHU IpOU3BeAeHa (BKIIOYAs YHNAKOBKY (MapKMpPOBKY) U KOHTPOJb
Ka4yecTBa) Ha BBIIIEYKAa3aHHOM IIPOM3BOACTBEHHOM IUTOINAAKe (TUIOINAAKAaX) B TIOJHOM COOTBETCTBHH C
TpeboBanusmu IlpaBun Hamiexanied NMPOU3BOJNCTBEHHON MpPaKTHKH EBpasMifickoro 3KOHOMHYECKOI'O COK03a H
TpeOOBaHUSAMH KOHTpPOJNS KadyecTBa JIEKAPCTBEHHBIX CPEICTB, @ TAKXKE B COOTBETCTBHH CO CIEHU(DHKAIIUAMH,
COJIEPXKALIIUMHCS B PETHCTPAIIMOHHOM JOChE CTpaHbI-UMIIOpTEpa. 3aIIUCH IO TIPOU3BOJCTBY, YIIAKOBKE U aHATH3Y
IPOBEPEHEI, H YCTaHOBIIEHO MX COOTBETCTBUE TpeboBaHusM [lpaBun Haanexarned TpoHU3BOACTBEHHOM NPAKTHKH
EBpasuiickoro 3KOHOMHYECKOT'O COI03a).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanne: IlpoaykT cooTBeTcTBYET TpeboBaHusam HJL 3axknaruenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotoeneno: Pravesh . [|[Iposepeno: Pardeep ||[Ipoepeno (AOK): ||Omo6peHo: Obecneuenue xauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar TIMLO: ;{j
| = he =2 *
Date / Date / Date / Date / NQ~12=282¢~
Hara: 29.12.2025 Hara; 29.12.2025 Iara; 29,.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drraddys.com
CIN: LR5195AP1984PLC004507

www.drreddys.com






