Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

Vill. Khol, Natagarh Roac, Baddi,
Distt. Solan, H.P., 173 205, INDIl&

CEPTUPUKAT AHAJIU3ZA

Tei: +91 98166 56001-02
www.direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkcnpece (keToposak) TabaeTk, AHCHeprupyembie B H0JI0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No/ ) Batch Quantity / ~ 3600000 tab /

Cepus Ne § V2500381 O0neM cepun " 3600000 tab

Analytical Repo:’t No/ - 040002850955 Date of Analysis / . 17.03.2025

AHajgnTHYecKkui oTyeT Ne JaTa aHaJIM3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jarta nmpousBoacraa T'open go

Mifg. License No. / . o

Ilpou3BoacTBeHHAR : MNB/05/263 Masnumber:}/ - Ll Gl L
Homep PV RU)

JHIeH3HsA No

Analysis performed according ND:

/ Ananus nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 1 of 9/ Crp. 1 u3 9

No | ] .
No Test / [Toxa3aTennb Results / PesyabTaTs! Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with """ debossed on one with "|" debossed on one side. / Kpyrasie
side. / Kpyriblie miockue nnockue Tabnaetku ¢ (ackoi, cBeTio-
TabneTku ¢ hackoii, cBeTIIO- JKEJITOr0 UBETa C TIpaBHpOBKOH «|» Ha
JKEJITOTO 11BeTa C rPaBUPOBKOI OJIHO¥ CTOPOHE.
«l» Ha OIHOH CTOpPOHE.
2 Identification / UnenTuduxkanus

Ketorolac / Kemoponak

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpsl MOIVIOLLEHHUA
HCMBITYEMOTO pacTBOpa M pacTBopa
craHgaptHoro  obpasua  KeToponaka
TpOMeTaMHHa JOJDKHBI HUMeTh
MaKCUMYMb! NIpU OJHOM U TOM XKe IJIMHe
BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykr cooTeeTcTBYET TpeboBanusamM HJI Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosneno: Yogesh Chauhan | Ilposepero: Santosh Kumar | Onobpeno: Menemwkep / PykoBoauTesb

/y /;/ : Maurya Amit Kumar [A\ )

ra fu

Reprint Date/ Reprint Date / Reprint Date / N
Hata: 17.03.2025 Jara: 17.03.2025 Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJI3A

Vg1 98166 56501-02
{2l -FoUl Jol1CD ouUUl-Ue

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketoposn® Dxenpece (keroposiak) TabeTKH, IMCNEpPrupyemMble B MOJIOCTH PTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepust Ne & 20050 O6beM cepun " 3600000 Tab

Analytical Report No/ - 040002850955 Date of Analysis / . 17.03.2025

AHaguTHYecKHii oTyeT Ne Jarta anainsa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa npoH3BOACTBA T'ogen oo

Mfg. License No. / . o

TIpousBoACTBEHHAS : MNB/05/263 S M. ; JII-Ne(004669)~(PI™-
Homep PY RU)

JHnen3ust Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page20of9/Crp.2 u3 9

No

Test / Iloka3aTesb
No

Results / PesyabTaTsl

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 yaepxuBaHUsA
OCHOBHOTO TMHKa Ha XpoMarorpaMme
HCIIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATH BPEMEHH YIEP)KUBAHUA
OCHOBHOTO NKMKa Ha XpoMmaTorpaMmme
pacTBopa CTaHOAPTHOIO obpasta
KeTOpojiaka  TpoMeTaMHHa  (paszien
«KOIHMYeCTBEHHOE ONpeeTIeHHE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TponykT cooTBeTcTBYeT Tpebosanuam HJT 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Yogesh Chauhan | IIpoeepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoautens
¥ - Maurya ( Amit Kuma (=

; 7 = ‘~ ' N
Reprint Date / Reprint Date / Reprint Date / :
Jlara: 17.03.2025 Jara: 17.03.2025 Jlara: 17.03.2025

Registered Office: §-2-337, Road No. 3, Banjara Hilis, Hvderabad - E00034, Terangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®HKAT AHAJIM3A

Tel - +91 58166 56001-02
www.drreddys.com

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

IIpoaykr: Keroposa® Dxcnpecc (keToposiak) Tab/1eTKH, AHCHEPTHPYEMbIe B MOJOCTH P12, 10 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne # V2500381 O6BbeM cepHH " 3600000 Tab

Analytical Repo:'t No/ . 040002850955 Date of Analysis / . 17.03.2025

AHanuTHYecKni oTuer No JlaTa anaiu3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jara mpoHsBoACTBa TI'ogen mo - _

Mfg. License No. / . .

IlpousBoacTBeHHAs : MNB/05/263 ASTI BT ¥ : I N2(004669) (P~
Homep PY RU)

JHneH3usa Ne

Analysis performed according ND: / Anann3 nposeaen mo HJL: Jll]—Ng([l(l%ﬁl))-(PF—RU}-190224

Page3 of 9/ Crp.3 39

‘No

Test / Iloka3zaTenab
Ne

Results / PesynbTaTsl

Specification / Hopma

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
yIepXXUBaHUA TIHKOB
2-6yTHITHAPOKCHAHH301a u
3-6yTHATHAPOKCHAHU30I1a Ha

XpoMaTorpaMMme HCIBITYeMOro pacTBOpa

JOJUKHBl  COOTBETCTBOBAaThH  BPEMEHAM
YAEPKUBAHUS THKOB
2-6yTUITHAPOKCHAaHU301a u
3-6yTUNTHAPOKCHaHN3011a Ha

XpoMaTorpaMMe pacTBopa CTAHAAPTHOTO
o0pasiia OyTHITHIPOKCHAHU301A (pa3ne
«CopnepxaHue
OYTHITHAPOKCHAHN30JIA).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuyanue: IIpoaykr cootsercTByeT Tpebosanuam H/I 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: YogeslyChauhan | IMpoeepeno: Santosh Kumar | OnobpeHo: Menemkep / Pykooauresb

Y, :/; Maurya i (% Amit Kumar AT

~ = af lad

Reprint Date / Reprint Date / Reprint Date / :
Hata: 17.03.2025 Hara: 17.03.2025 Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 00034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIU3A

Jel; +91 98166 56001-02
www.drreddys.com

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

Tpoayxr: Keropo® Jxcnpece (keToposiak) TabJaeTKH, AMCHEPrupyemble B IOJIOCTH PTa, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne # V2500381 Oo0bem cepun * 3600000 Tab

Analytical Report No/ - 040002850955 Date of Analysis / - 17.03.2025

AHaguTHYecKHii oTueT Ne Jara ananuza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa npon3BOACTBa T'onen no

Mfg. License No. / . o

IIpoussoacrBenHas : MNB/05/263 S nuEbns, : JITI-N2(004669)~(PT-
Homep PY RU)

JuueH3usi Ne

Analysis performed according ND: / Ananus nposeaen no HI: JIII-Ne(004669)-(PI'-RU)-190224

Paged4 of9/Crp.4u3 9

‘1:.:) Test / [loka3aTesb Results / PesysibTaTsl Specification / Hopma
3 Average weight / Cpennsas 70.1 mg/70.1 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca . Ot 67,2 mr go 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOaHOCTH Macehl 2/20 tablets - not more than + 20 %. /
18/20 Ttabnetok — He Oonee + 10 %;
2/20 Tabnerok — He 6onee = 20 %.
4 Disintegration time / 00 min 19 sec / 00 Mun 19 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctnb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 95 % Not less than 75% (Q) of
. CisH;3NO3C4H (NO; (ketorolac
Unit-2 / Tabn-2 94% tromethamine) in 15 min. / He MeHee
Unit-3 / Ta61-3 96 % 75 % Q) C15H13NO3C4H 1 NO;3
) (keTopoJjiaka TpOMETaMHUH) yepes 15 MuH.
Unit-4 / Tabn-4 95 %
Unit-5 / 'l'abn-5 Y Y%
Unit-6 / Tabn-6 97 %

Remarks : The Product conforms to ND/
IMpumeuanue: IIpoaykr coorBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axaoyenue; OJJOBPEHO

Prepared by /

Checked by /
Iposepeno: Santosh Kumar

Approved by: Manager/Executive /
Opobpeno: Meunemxep / Pykosoautesns

Jara: 17.03.2025

Jlarta: 17.03.2025

IMoarotoeneno: Yogesh Chauhan
{ m Maurya (/1 Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / '

Hara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Indiz
Tel: +31 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tei : +51 58166 56001-02
www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopoa® Jxcnpece (xeroposak) TabaeTKH, JHcHeprupyevsie 8 noaocru pra, 10 mr

Market / PoiHox

:Russia / Pocens

Batch No / . V2500381 Batch Quantity / 3600000 tab /

Cepus Ne ) O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002850955 Date of Analysis / . 17.03.2025

AHanuTHdecKHii oTyeT No JlaTa aHau3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

laTa mpou3BoacTBa T'open oo

Mfg. License No. / . .

IlponsBoacTBenHAas : MNB/05/263 RS D TiEY . JIM-Ne(004660)~(PT-
Homep PY RU)

JHNeH3usA No

Analysis performed according ND: / Anasin3 nposeen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

PageS5of 9/ Crp. Su3z 9

JuncnepcHocTb

1;.00 Test / [Toka3aresb Results / Pe3yabTaTbt Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pa3zyetcs
ONHOPOIHAs CYCIeH3Us, TPOXOIsINas
CKBO3b CHTO C pa3MEpOM OTBEPCTHi
710 MKM.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
l-ruapokcrananor
KeToponaka

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KOJMYECTBEHHOTO
onpexneneHus (ITKO = 0.0032%)

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

1-keto analog of ketorolac /
1-keToaHanor KkeTopoiaka

0.04%

not more than 0.8 %; / He 6onee 0,8 %,

unidentified impurity /
eTMHIYHAs
HEHJEHTU(PUIIMPOBaHHAS
TpHUMeECh

0.02%

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

total impurities /
CyMMa Mpumecei

0.1%

not more than 1.0 %. / He Gonee 1,0 %.

8 Water content /
CopaepaxaHue BOAbI

2.6 %

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykt cootBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Yogesh, Chauhan | IlpoBepeno: Santosh Kumar | Ono6peHo: MeHemkep / Pykosoaurelib
Maurya Amit Kumar 3
y Iy A—
V/ Vi o
Reprint Date / Reprint Date / Reprint Date /
Jata: 17.03.2025 Jarta: 17.03.2025 Hara: 17.03.2025

Registered Office: §-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, Indig
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoaykr: Keropoa® Jxcnpece (keroposak) TabieTkH, ARCHEprHpyemMble B I0J0CTH pTa, 10 mr

Market / PoiHok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 5 V2500381 O6beM cepHH " 3600000 Tab

Analytical Repovrt No/ - 040002850955 Date of Analysis / . 17.03.2025

AHanuTHYeCKHIH oTueT No Jara ananusza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTta npon3BoacTBa T'oaen oo

Mfg. License No. / ; Y

IlpousBoAcTBEHHAs : MNB/05/263 LA numberyi g JII-Na(004660)-(PT
Homep PY RU)

JHIEeH3Hst N2

Analysis performed according ND: / Anasnn3s nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ C1p. 6 n3 9

1;.? Test / [TokazaTennb Results / PesynbraThl Specification / Hopma
9 Residual solvents / OcTaTo4Hble OPraHU4YecKHe PacCTBOPUTENH
Isopropyl alcohol / 03 pg/tab / Not more than 350 pg/tab. /
H3zomnponaHon 03 Mxr B TabneTke He 6onee 350 mxkr B TabneTke.

10 | Microbiological purity*/ Muxpo6unosornyeckas yucrora*

Total Aerobic Microbial
Count / obl1ee 41CiIo
a3pOoOHBIX MUKPO-
OpTraHU3MORB

Menee 10 KOE/r

Less than 10 CFU/g /

not more than 103 CFU/g; /
He Gonee 10° KOE/r;

Total Combined Yeast and
mold count / ob1ee gucio
JPOMIKEBBIX M IUIECHEBBIX
rpuboB

Memnee 10 KOE/r

Less than 10 CFU/g /

not more than 102 CFU/g; /
He Gosee 10?2 KOE/r;

Escherichia Coli Absent in 1 gram /

OrcytcTByeT B 1 T

shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 2.8
OuHupugHOCTD
JO3UPOBAHHBIX eAUHUI]

Acceptance value (4¥) not more than
15.0 Tukasarens upuemsemociu (A1)
JoJKeH ObITh He 6ornee 15,0.

Remarks : The Product conforms to ND/
ITpumedanue: [Tpoaykr coorsercTBYET Tpeboranuam HJI

Conclusion : APPROVED /
Zaxawuenne: OJJOBPEHO

Prepared by / Checked by /
[MoarorosneHo: Yog?}z Chauhan

i

Maurya /
e

ITpoeepeHo: Santos%(mnar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTensb

Amit Kumar ,r\ e
q’f e

Reprint Date /
Jarta: 17.03.2025

Reprint Date /
Jara: 17.03.2025

Reprint Date /
Jara: 17.03.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com
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Dr.Reddy’s €28

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

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

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

Ipoaykr: Keropon® Dxcnpece (keroposak) TabaeTKH, 1HCNeprupyemsie B nojaocTi pra, 10 mr

Market / Peinok

:Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus Ne i V2500581 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002850955 Date of Analysis / . 17.03.2025

AHannTuieckuii oTyeT Ne Jara anannza

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2027

JarTa mpousBoacTBa I'ogen no

Mfg. License No. / ) o

IIpousBoacTBEeHHAS : MNB/05/263 MA number: / : JIII-Ne(004669)-~(PT-
Homep PY RU)

aunen3usi Ne

Analysis performed according ND: / Anaiaus nposenen no HJI: JITI-No(004669)-(PI'-RU)-190224

Page 70f 9/ Crp. 7 n3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe u3z (ITA/AJI/IID ¢
Baaronorjorutenem/[12BII)
¢donwru // (I1D/AJT) doneru. Tlo
2 6amcTepa BMECTE € JIHCTKOM-
BKIaAbILIEM B MaykKy
KapTOHHYIO.

§.00 Test / ITokaszaTenn Results / Pe3syabTaThl Specification / Hopma
12 | Assay/KonuuecTBeHHoOe 9.9mg/99 mr From 9.0 mg to 11.0 mg of
onpeaejeHne (98.8 %) C1sH13NO3+C4H | INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr mo
1 1,0 MT C15H13N03'C4H1 1NO3
(keToponaka TpometamuH) (ot 90,0 mo
110,0 % oT 3asBNEHHOTO KOJUYECTBA) B
TabiIeTKe.
13 | Butylhydroxyanisole 0.0932 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxkadue 0.0932 mr B TabneTke He Menee 0,042 mr B TabieTke.
Oy TMJICHAPOKCHAHH30]1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKU (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabmeTok B
6xcrepe u3 (MA/AJUTID c
srnaronornotutenem/II9BIT) doneru /
(I13/AJT) donsru. Mo 1 wiu 2 6anctepa
BMECTE C JIUCTKOM-BKJIAJBIILEM B IAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: IIponyKT cooTBeTCTBYET TpeboBaHusam HJ

Conclusion : APPROVED /
Zakawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieno: Yogesh Chauhan | IIposepeno: Santosh Kumar | Omobpeno: Menemxkep / Pykosoauresns
/ y P Maurya Amit Kumar o L
[ /7 sl j\ T~
Reprint Date/ =~ Reprint Date / Reprint Date / )
Hara: 17.03.2025 Jara: 17.03.2025 JHara: 17.03.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




‘. ° Dr. Reddy's Laboratories Ltd,

’ °® Formulation Unit-6

Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTH®@HUKAT AHAJIN3A

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

Ipoayxr: Keropon® Ixcnpece (keroposak) TabaeTkn, AncHepripyemble B MOJIOCTH P13, 10 mr |

Market / Poisok :Russia / Poccus

Batch No / _ Batch Quantity / - 3600000 tab /

Cepusa Ne £ V2500381 O6nem cepun " 3600000 Tab

Analytical Report No/ . 040002850955 Date of Analysis / . 17.03.2025

AHamuTHYeckuii oTueT Ne JlaTa anannza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTta npoH3BOACTBA I'open no

Mfg. License No. / ] o

IIponsBoacTBeHHAS - MNB/05/263 MA number: / : JIXT-N(004669)-(PT -
Howmep PY RU)

Junenzust Ne

Analysis performed according ND: / Ananus npoenen no HJI: JII-Ne(004669)-(PI™-RU)-190224
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* 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.
* [Ipu BbINyCKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJIL Ka4ecTBa M0 nokasaresio «Mukpobuoaoruieckas
4HCTOTA» MPOBOANTCH AJIS Kax0i 20-0ii cepun, HIIM AJIl ONHOI cepuH B rofi, B 3aBHCHMOCTH OT TOr0, YTO
HACTYNHT paHblIe.

API name / HaumeHoBanue APC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/ MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH008104

Homep cepnu npouszsogureas ADC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIHH NPOH3BOIHTEIN FERA00558

TJI®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouzBogutens APC, crpana: J-p Peanu'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) /

HaumeHnoBaHnme, agpec, JHIEH3Us s JT-p Penmu’c Jlaboparopuc JIta., Maaus, [IpousBoncteeHHoe
IIpousBoacTeeHHas muaomaaka / Ilnomanka noapasaenenne-6, Bumi. Kxons, Hanarapx Poyn, banuu, Juctpukr
KOHTpoJst kavecTsa / [Lnomanka Boinycka Conan, X.I1., 173205, Unaus (nuuenszus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
INpumevanue: [Tpoaykr coorBeTcTByeT Tpeborannsm HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iloaroroeneno: Yogesh-Chauhan IIposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoaurens

‘z /1,/ / Maurya @ Amit Kumar \,f,/

I =
¥

Reprint Date / Reprint Date / Reprint Date /
Jara: 17.03.2025 Jara: 17.03.2025 Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Q..' Dr. Reddy's Laborateries Ltd
) ® : .

D Formulation Unit-6

Vs Reddy S ® Vill. Khol, Nalagarh Road, Baddi,

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

Tei : +91 98166 56001-62
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

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

Ipoayxr: Ketopon® xcnpecc (keTopoaak) TabaeTKH, AiCHeprupyeMblie B MOJOCTH PTa, 10 mr N
Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne i MESDORCH O6BeM cepun " 3600000 Tab
Analytical Repo:'t No/ . 040002850955 Date of Analysis / . 17.03.2025
AHanuTH4ecKHi oTueT Ne Jara anannsza
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jata npoun3BoacTBa T'ogen no B
Mfg. License No. / . .
Ipon3soacTeennas : MNB/05/263 RASn ;e : JINI-N2(004669)~(PT -

Homep PY RU)

JHIeH3ust Ne
Analysis performed according ND: / Anaans nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
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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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3aKiaoueHne 0 cooTBeTcTBHH: «HacTosSMM g IOATBEPXK/IAI0, YTO MPUBEACHHAS BHILIE MHPOPMALHS SBIAETCS
JOCTOBEpHOM M TOuYHOM. DTa cepus NPOLYKIMH NPOM3BEACHA (BKIIOYAs YNAKOBKY (MapKHPOBKY) W KOHTPOJIb
Ka4yecTBa) HA BHINEYKA3aHHOW MPOM3BOACTBEHHON IUIOINAAKe (IUIOIIAAKaX) B IIOJHOM COOTBETCTBHH C
Tpe6oBanuamu I[IpaBui Hajmexalnel MPOM3BOACTBEHHOM MPAaKTHKHM EBpasHiCKOro SKOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeboBaHUAMH KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB,
a TAaKKe B COOTBETCTBHHU CO CICIMPUKAUIMHU, COAEPXKAIIMMHUCA B PErHCTPALIMOHHOM JOChe CTpaHBI-HUMIIOpTEpa.
3aIHcH IO MPOU3BOCTBY, YIIAKOBKE U aHAIIH3Y IIPOBEPEHEL, U YCTAHOBIEHO HX COOTBETCTBHE TpeboBaHUAM [ IpaBuin
HajUIeXamei Tpou3BOACTBCHHOHN NPakTUKH EBPa3suiiCKOr0 SKOHOMHYECKOIO COI03a».

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

ITpumeuanue: ITpoaykT cooTBeTcTBYeET TpeboBaHmsaM HJJ 3akmiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Honrorosneno: Yogesh Chauhan | Ilposepeno: Santosh Kumar | Onobpeno: Meunemxep / Pyxanﬁmrrcnb
% Maurya 5 Amit Kumar A

a z o
Reprint Date / e Reprint Date / Reprint Date / '
Jara: 17.03.2025 Hara: 17.03.2025 Jara: 17.03.2025
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www.drreddys.com



