Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

rreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Ixenpece (keToposnak) TabaeTkn, AHCHEPrupyeMbie B NOJI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne kW 2gilses O6bem cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003332812 Date of Analysis / . 25.03.2026

AHaauTHYecKHi oTueT No Jlara anajansa

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

JlaTa npou3BoaCTBA TI'ogen 10

Mfg. License No. / MA number: /

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

aaneH3us Ne

Analysis performed according ND: / Ananus nposenen nmo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Huctpykuus yreepxaena: 21.04.2025

Page1of11/Crp.1u3 11

i.? Test / lloka3zaTesb Results / PesyabTaThi 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 mniockue
side. / Kpyrnele nnockue TabneTku ¢ ¢ackoi, CBETNO-XKENTOro LBETA C
TabseTKy ¢ packoii, CBETIO- IpaBUPOBKOH «|» Ha OHOM CTOPOHE.
XEJTOro IBETa C rPaBUPOBKO
«l» Ha O/IHOM CTOPOHE.

2 Identification / UneuTtudurkauus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V®-
CNEKTPBbI NOTTOLIEHNS UCTILITYEMOTO PacTBOpa U
pacTBOpa CTaHIApPTHOro oOpasia KeTopojaka
TpOMETaMMHa [JOJKHBI HMETh MaKCHMYMBI TpPH
OZHOM M TOH € JUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpoaykr cootBeTcTBYeET TpeboBaHusaM HJI 3aknrouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarotoBneHo: Yogesh [MposepeHo:Pravesh [Mposepeno (AOK): ||Onobpeno: Obecnieyernune kauecTBa/OTBETCTBEHHOE
Chauhan  // Rana Amit Kumar THIO  Claoil K U L
/ / //\ i U
o — L]
Date / Date / Date / Date / 2T L02G
Hara: 25.03.2026 Hara: 25.03.2026 Jara: 25.03.2026 Jara:
Registered Off 1-2-337. Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

lel: +21 40 4200 2900. Fa»

140 4900 2999, Email: mail@drreddys.com

SAP1984PLCOOASCY

ww drreddys.con




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

Tel 1 +91 98166 56001-02

{rreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
INpoaykr: Keropoa® Dxenpece (keropoak) TabjieTKu, JHCOEprupyemMble B 0J0CTH pTa, 10 Mr

Jaunensus Ne

Market / Poinox :Russia / Poccus

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

Cepusn Ne V2000560 O6bem cepuu © 36,00,000 Tab
Analytical Repourt No / . 040003332812 Date of Analysis / . 95.03.2026
AHanuTHYeCKHUiT oTueT Ne JlaTa ananusa

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

Jlara npou3BoacTBa Topgen go

Mfg. License No. / MA number: /

IlpousBoacTBeHHAs : MNB/05/263 Homep PY 1 JIII-Ne(004669)-(PT-RU)

Analysis performed according ND: / Ananu3 nposexen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuns yreep:kgena: 21.04.2025

Page 2 of 11/ Crtp. 2 n3 11

No
Ne

Test / [lokazaTennb

Results / PeaynbTaThl

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>KHBaHHs OCHOBHOrO TNHMKa Ha

XpomMarorpaMmme UCTIBITYEMOTO pacTBOpa
JAOJI>KHO COOTBETCTBOBATDL BpPpEMEHH
YACpXKUBARUA OCHOBHOI'O nuKa Ha
XpoMaTtorpamMme pacTBOpa CTaHAAPTHOT'O

ofpa3lia KeTopojlaka TpoMeTaMuHa (pa3jen

«KonnuecTBeHHOE ONpeIeNeH eY).

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT cooTBeTCTBYET TpeboBaHUAM HJJ

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Monrotoeneno: Yogesh [Tpoeepeno:Pravesh ITposepeno (AOK): ||Ono6peno: ObecnieueHne kauecTBa/OTBETCTBEHHOE
Chauhan / Rana Amit Kumar JIULO: lomte Ky~ An
/ = R A ! S
( / A il (]
Date / Date / Date / Date / 250 -804
Jara: 25.03.2026 Jlara: 25.03.2026 Hara: 25.03.2026 Jara:

00034, Telangana, India

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

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

CEPTUOPUKAT AHAJIN3A Tel : +91 98166 56001-02

eaovs . com
g

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcenpecce (keTopoJak) Ta6/1eTKH, AMCeprHpPYeMble B II0J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne i W2600553 O6beM cepuu © 36,00,000 Tab

Analytical Report No/ . 040003332812 Date of Analysis / . 25.03.2026

AHaJIUTHYECKUH oTHeT No JaTa ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2008

Jlara npou3BOACTBA T'onen po

Mfg. License No. / MA number: /

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

suneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyknus yrepxaena: 21.04.2025

Page 3 of 11/ Crp.3 n3 11

Results / PesynbTaThl

Specification / Hopma

‘1;:) Test / ITokazaTennb
Butylhydroxyanisole /
Bymuneuopoxcuanuzon

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 YIepKUBAHUS TIUKOB 2-
Oy TUIrMAPOKCHAHHU30J1a U 3-
OYTWJITHAPOKCHAHK301a Ha  XpoMarorpamme
HCIBITYEMOrO pacTBopa JOJDKHBI
COOTBETCTBOBATH  BpEMEHaM  YACpPXHUBaHUS
NMKOB  2-OyTWATMApOKCHaHu3ona M 3-
OYTHJITHAPOKCHAHU30JIa Ha  XpOMaTorpamme
pacTBopa CTaH/IapTHOTO obpasua
Oyrunruapokcuanusona (pasgen «CopepxaHue
OYTHITMAPOKCHAHNU30J1aY).

Remarks : The Product confirms to ND/
IMpumeyanue: [Ipoaykt cootBeTcTBYET TpeOoBaHuam HJL

Conclusion : APPROVED /
3aknwuenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonroroenexo: S}ggesh [Tposepeno:Pravesh IMposepeno (AOK): ||OnobpeHo: O6ecneuenne kauecTra/OTBETCTBEHHOE
Chauhan V4 ' Rana i Amit Kumar JHLO: QUi KM
; s E , —
/ / - /\' /‘ Q\l
Date / Date / Date / Date / 28332026
Jara: 25.03.2026 Hara: 25.03.2026 JHara: 25.03.2026 Hara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

dve com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Ixenpece (keTopoJak) TabJaeTKH, AMCHeprupyemMble B 0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne # V2600365 O6bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003332812 Date of Analysis / . 9503.2026

AHasuTHyecKHil oTueT Ne JaTa ananu3a

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

Jata npousBoacTBa TI'opeH oo

Mfg. License No. / MA number: /

IIpousBoacTeeHHAs : MNB/05/263 H ) : JITI-Ne(004669)-(PI'-RU)
omep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3 npoenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MUucTpykuus yrBep:xaena: 21.04.2025

Page4 0f 11/ Crp. 4 u3 11

NN:)) Test / [lokazaTenp Results / PesyabTaTbl Specification / Hopma
3 Average weight / Cpenuss 69.2 mg / 69,2 Mr 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 - mnot more than + 10 %;
Uniformitv of weight / 2/20 tablets - not more than + 20%. /
Om ormity ol weig Complies / CooTBeTCTBYET 18/20 Tabmetox — wme Gomee =+ 10 %;
ABOPOMDCTE:MALCR] 2/20 tabnetok — He 6onee £ 20 %.
4 Disintegration time /
Pacnapnaemocthb ;
00 min 29 sec / 00 muH 29 cek Not more than 3 min. / He Gonee 3 mMuH.
5 Dissolution / PacTBopenue Unit-1 / Ta6n-1 99 % Not less than 75 % (Q) of CsH;3NO3*C4H; 1 NO;
) (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2,/ Tagr-2 9% | 75% (Q) CisHNOsCiHNO; (xetoponaka
Unit-3 / Tabn-3 100 % TpOMETaMMH) yepe3 15 MuH.
Unit-4 / Ta6a-4 102 %
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/
Npumeuanue: [IpoaykT cootBeTcTBYET TpeGoBanusM HI

Conclusion : APPROVED /
3akmwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoaroTosneHo: yyegesh [Tposepeno:Pravesh [Mposepero (AOK): ||Onobpeno: Obecnedenne kayectBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JINLLO: 0+ .
5 i y
/ . - . Q_\"/l
Date / Date / Date / Date / 2<DY Jo)L(
Jlara: 25.03.2026 Jara: 25.03.2026 Jara: 25.03.2026 Jara:




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : 91 98

166 56001-02

reddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxenpece (xeroposiak) TabieTkH, MclieprupyemMbie B 0J0CTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / i Batch Quantity / . 36,00,000 tab /
| Cepusi Ne + V2600565 O6bem cepuu © 36,00,000 Tab

Analytical Repovrt No/ . 040003332812 Date of Analysis / . 95.03.2026

AHanuTHYeCcKHii oTyeT No JlaTa aHaau3a

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

JaTta npou3zBoacTBa T'ogen ao

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)

Homep PY
Junenzus Ne

Analysis performed according ND: / Anayms mposeaen mo H/: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xaena: 21.04.2025

PageSof 11/ Crp.5n3 11

i? Test / ITokaszaTenn Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 ym
JuncnepcHocTh sieve is formed. / O6pasyercs omHopoaHas
CYCIICH3Us, NpPOXOAAlmas CKBO3b CHTO C
pa3mepoM oTeepcTHi 710 MKM.
7 Impurities / Tlpumech

'~ 1-hydroxy analog of

ketorolac: /
1-ruppokcuaHaIor

Below LOD (LOD = 0.0010 %)
/ Hiwxe mpenena oOHapyx eHUs

(10 = 0,0010 %)

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

KEeTopoJsaxa
1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaIOr KETOpOJIaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
eNMHUYHAS
HeUICHTUULMPOBAHHAS
npuMech
total impurities / o 0.1% not more than 1.0 %. / ve Gonee 1,0 %.
CyMMa npuMeceH

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

ITpumeuanue: IIpoaykT cootBeTcTBYeT TpeboBaHusiM HJL 3axkmiouenue: OJOBPEHO

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

[Toaroroenexo: Yogesh [TposepeHo:Pravesh [Ipoeepeno (AOK): ||Omobpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE

Chauhan 7 Rana Amit Kumar JRLO:

A Qurit Kymnp
« - L V‘7
Date / Date / Date / Date / ACDR-LOLE
Jlara: 25.03.2026 Hara: 25.03.2026 Jara: 25.03.2026 Hata

lelangana, India

s.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

e
rroaciove

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Drenpece (keroponak) TabJjeTku, ANCIeprapyemMble B NOJI0CTH pTa, 10 Mr

auuenzusa Ne

Market / PoiHok :Russia / Poccus

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

Cepusa Ne + V2600565 O0bem cepun " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003332812 Date of Analysis / - 25.03.2026
AHajJuTHYecKHI oTueT No JlaTa ananusa -

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

JlaTa npousBoacTBA I'ogen oo

Mfg. License No. / MA number: /

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

| Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
| PIL version approved: / MucTpykuus yreep:xaena: 21.04.2025

Page 6 of 11/ Ctp. 6 n3 11

i.g Test / IoxazaTens Results / PesyabTaThl Specification / Hopma

8 Water content / 2.0% Not more than 7.0 %. /
Copepoxanue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble opraHuyecKue pacTBOPUTEH )
Isopropyl alcohol / 18 pg/tab / Not more than 350 pg/tab. /
HzomnponaHon 18 MKT B TabneTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogyKT cooTBeTCTBYET TpeGoBaHusIM HJT

Conclusion : APPROVED /
3akmwueHue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IoxrotosneHo: Yogesh [TpoeepeHo:Prayesh [Tpoeepeno (AOK): [|Omobpeno: ObecneueHue kayectpa/OTBETCTBEHHOE
Chauhan (/ Rana ' Amit Kumar JIHLIO: ,

£ CURIL Ko

s : :
// /\ - /ﬁ \%

Date / Date / Date / Date / 9 S0 6
Jata: 25.03.2026 Jara: 25.03.2026 Hara: 25.03.2026 Jlara:




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

CEPTUOPUKAT AHAJIM3A

Tel 1 491 98166 56001-02

racldy Im
7

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpecc (keToposak) TabJIeTKH, AHCIEPrUpYyeMble B HOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne I NECEE O0beM cepun " 36,00,000 Tab

Analytical Repourt No / - 040003332812 Date of Analysis / . 2503.2026

AHanuTHYeCKMH oTueT No JlaTa ananu3a

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

JlaTa npon3BoJCTBa Togen oo

Mfg. License No. / MA number: /

IlpousBoacTBeHHAast : MNB/05/263 ) 1 JIII-Ne(004669)-(PT'-RU)
Homep PY

Juuen3us Ne

Analysis performed according ND: / Auasus nposenen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpyxuus yreep:xaena: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11

2.:) Test / [TokasaTenb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ MukpoOuosoruueckasi Yucrora*

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

Count / obliee YKciIo e Gonee 103 KOE/r;

a3poOHBIX MUKPO-

OpTraHU3MOB

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

mold count / o61ee 9ucno He 6osee 102 KOE/r;

JPOJMOKEBBIX U IUIECHEBBIX

rpubor

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

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OOHOPOAHOCTD 46 [MTokasatens npuemneMocTtH (AV) AoIKeH ObITh
JIO3UPOBAHHBIX €ANHULL ‘ He Oonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuaHnue: [IpoxyKT COOTBETCTBYET TpeboBaHusaM HJJ 3aknrouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToaroTosseHo: X gesh [Tposepeno:Pravesh [Tposepeno (AOK): [|Onobpeno: ObecnedeHue kauecTBa/OTBETCTBEHHOE
Chauhan ; Rana Amit Kumar JIMLO: .
e QorL QI TV

N> iy
Date / Date / Date / Date / A0~ 506346
Jata: 25.03.2026 Hara: 25.03.2026 Hata: 25.03.2026 Hara:

Janjara Hills, Hyderabac

gIAL }‘,‘;,rw{fm‘;j_».’\f




Dr.Reddy’s Q‘:'.

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

CERTIFICATE OF ANALYSIS Distt. Solan, 1.P, 173 205, INDIA

CEPTUDOUKAT AHAJIL3A Tel: +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpece (KeTopoJiak) TA0NETKH, AMCIIEPrUpyeMbl€e B I0JIOCTH pra, 10 Mr

AHamHuTHYeCKHH oTyeT Ne

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~36,00,000 tab /
Cepusn Ne !} W26HR565 O6bem cepun " 36,00,000 Tab
Analytical Report No / - 040003332812 Date of Analysis / . 2503.2026

Jara anannza

Juuensus Ne

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

JlaTa mpoH3BoACTBA TI'oaen ao

Mfg. License No. / VLA sinHiibes: /

IIpouzBoacTBeHHAR : MNB/05/263 Howmep PY : JII-Ne(004669)-(PT'-RU)

Analysis performed according ND: / Anannz nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MncTpykuus yrBep:kaena: 21.04.2025

Page 8 of 11/ Ctp. 8 m3 11

‘1:.:) Test / [loxazaTesns Results / Pe3yabTathl Specification / Hopma
12 Assay / KonnuecTBeHHO® 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeneseHue (100.4 %) CisHisNO3*C4H NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr JI0 11,0 Mr
CisH3NO3+C4H 1 NO3 (keToposaka
Tpometamud) (ot 90,0 mo 110,0 % ot
3asBJICHHOTO KOJINYECTBA) B TabneTke.
13 Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab. /
content / CopaepxaHue 0,0972 mr B TabneTke He menee 0,042 Mr B TabneTke.
Gy THIITHAPOKCHAHU301A

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanwue: [IpoayxT coorBeTcTBYET TpeboBanmsiM H/J 3akmovenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarotorneHo: Y_ggesh [Mpoeepeno:Prayesh [Tposepeno (AOK): ||Onobpeno: Obecneuenue xauectBa/OTBETCTBEHHOE
Chauhan / Rana Amit Kumar NUIO: P o )

W / f\ A A ( UNITC KUy

| ] \ L

(z/ == =
Date / Date / Date /- Date / K7D 2-2026
Jara: 25.03.2026 Jlara: 25.03.2026 Jlara: 25.03.2026 Jara: i

- el
ina, Indila
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CERTIFICATE OF

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

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02

drredodys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Jxcnpece (keTopoJak) TabJieTKH, TMCIIEPIHPYeMbI€ B IOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne e Oobem cepuu " 36,00,000 Tad

Analytical Repourt No/ . 040003332812 Date of Analysis / . 95.03.2026

AHAJTHTHYECKHI oT4eT No JlaTa anagu3za

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

Jara npousBoacTBa T'onen po

Mfg. License No. / ]

HpouseoncTrennan - MNB/05/263 M murmbers ¢ . JITI-Ne(004669)-(PT-RU)
Homep PY

auneH3ust Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJ/{: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyknns yreep:xxkaena: 21.04.2025
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desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
onuctepe w3 ([TA/AJI/IID ¢
pinaronorioruteaem/[I2BIT)

domwru // (IIS/AJT) donsru. Ilo
2 OnucTepa BMeCTe C JUCTKOM-

1;: \ Test / TlokazaTenn Results / PesynbTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Omnucanne ynakoBKHu (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / Tlo 10 tabnerok B Omuctepe u3
(ITA/AJI/TID ¢ BnaronorioruteneM/I12BIT)
donsru // (IIS/AJI) ¢oneru. ITo 1 wiun 2
Onucrepa BMecTe C JIUCTKOM-BKJIAJBILIEM B
nayKy KapTOHHYIO.

BIJIA/IbIIIEM B
| KapTOHHYIO.

navyxy

* 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 BbINyCKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJ/1b Ka4ecTBA 10 mokasarento «Mukpoduosornyeckas
YHCTOTA» NPOBOAUTCS s Kaxaoii 20-0if cepuH, UJIH /A OAHO{I CEPHH B r0/l, B 3aBUCHMOCTH OT TOT0, YTO

HaACTYNUT paHbIIE.

Remarks : The Product confirms to ND/
[Ipumeuanue: [IponykT cootBeTCTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Moarorosneno: Yogesh [posepeno:Pravesh [Tposepeno (AOK): |[Omobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE
Chauhan o/ y Rana Amit Kumar JULO: \
.( / " lupIL gumpr
{4 — G
Date / Date / Date/ Date / L -J0L L
Jlara: 25.03.2026 Jlara: 25.03.2026 Jlara: 25.03.2026 Jara: '

ha, India

dys.com

, Ernail: mail




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

CEPTUDUKAT AHAJIM3A Tel : +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg | T
Ipoaykr: Keropoa® Dkenpece (keroposiak) TaéieTKu, AMcIeprupyemMbie B oJ0cTa pra, 10 Mr
Market / Pbinok :Russia / Poccus
Batch No / . Batch Quantity / = 36,00,000 tab /
Cepus Ne = V2600363 O06bem cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003332812 Date of Analysis/ . 25.03.2026
AHaIMTHYECKHH oTUYeT Ne JlaTta ananusa
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTta npousBoacTBa TI'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAN : MNB/05/263 : : JIII-Ne(004669)-(PT-RU)
Homep PY
JauueH3ust Ne
Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / WucTrpyxknus yrBep:xnena: 21.04.2025
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API name / Hanmenosanne ADPC:

Ketorolac tromethamine / Ketoponaka TpoMeramun

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponsBoaunteisi APC:

ABSH002977, ABSH003096

FP Manufacturer API Batch number /
Howmep cepun cyGcTaHIMH NPOU3BOANTENSN
TJd:

FESA00499, FESA00500

API Manufactured by & country /
Ipounssoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlaboparopuc Jita., Uanus

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

HaumenoBanmue, ajgpec, TULeH3HA A5
IIpousBoacTBennas maowmanka / Ilnomanka
KOHTpoJIsi KauecTBa / [lnomaaka BoIMycKa

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., Uuaus, [IpousBoacteentoe
noapasaenenue-6, Bun. Kxons, Hanarapx Poyn, banmu, quctpuxr
Conan, X.I1., 173205, Unaus (nuuen3us 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/
IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBaHusIM HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
T[loarorosneno: Yogesh [IposepeHo:Prayvesh [Tposepero (AOK): [|Onobpeno: ObecnieueHue kauecTra/OTBETCTBEHHOE
Chauhan \/ Rana Amit Kumar ’ JIULIO: | CUH‘/L, KumAan.

/ - - < v "',
Date / Date / Date / Date / 24024
Jlara: 25.03.2026 Jara: 25.03.2026 Jlara: 25.03.2026 Jara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel 1 +91 98166 56001-02

f A
ecldv

COM

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkenpece (keroposak) Tab/ieTKH, AUCHEPrHpYeMbIE B IIOJIOCTH pTa, 10 mr

Market / PoiHoK :Russia / Poccus

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

Cepus Ne - L V2000563 O6pem cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003332812 Date of Analysis / - 25032026

AHajauTuyeckuii oryer No JlaTra ananusa

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

JlaTa npou3BoaCTBA Tonen go

Mfg. License No. / MA sititabér: #

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

Jnnen3ns Ne

Analysis performed according ND: / Ananuz nposenen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpykuus yrBepxaena: 21.04.2025

3akuouenue o coorBercTBuM: «Hacrosmum S moaTBep)Ka0, YTO MPUBEACHHAS BBIIC WHGOPMAIHS SBIACTCS
JNOCTOBEPHOH M TOYHOH. DTa cepus NPOAYKIHMH IpoM3BeJeHa (BKIIOYas YIAKOBKY (MapKHUPOBKY) M KOHTPOJb
KayecTBa) Ha BBIIICYKAa3aHHOW IIPOU3BOJCTBEHHON IUIOIIAAKe (IUIOMAAKAX) B IIOJIHOM COOTBETCTBUH C
TpeboBaHusiMu [IpaBun Haanexamed NMpOU3BOACTBEHHOM NpakTHKU EBpazuiickoro 3KOHOMHYECKOTO CO3a H
TpeOOBaHUSMH KOHTPOJISl KadecTBa JIEKAPCTBEHHBIX CPEACTB, a TAK)KE B COOTBETCTBHUU CO CHENH(PUKAIMIMH,
COJIep>KalllMHCS B PETHCTPAIIMOHHOM JIOCKE CTPaHbI-UMIIOpTEpa. 3allUCH 110 IIPOU3BOJICTBY, YIIAKOBKE U aHAJTU3Y
IIPOBEPEHB], U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHMAM [IpaBuil HajuleXKamed IPON3BOJCTBEHHON MPAKTHKH

EBpazuiickoro 5KOHOMHYECKOTO COK03a.
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Remarks : The Product confirms to ND/
IMpumeuanmue: IIpomaykT cooTBETCTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
lMoarorossero: Yggesh [TposepeHo:Pravesh ITposepeno (AOK): |[Omobpeno: Obecneuenue kayectsa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JULO: ] .
[\.—-/\ (uste Ky~
- R i (\"/\
Date / Date / Date / |[Date / 9\ 626
Jara: 25.03.2026 Jlara: 25.03.2026 Jara: 25.03.2026 Jata:






