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

CEPTHOUKAT AHAJIN3A

fal : +01 28165 56001-02

v drreddyvs.com

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

Ipoayxt: Keropon® Dxenpece (keToposiak) Tab1eTKH, JHCAEPrapyemMbie B nooctTi pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne 00T O6bemM cepun " 3600000 Tab

Analytical Repog’t No/ - 040002909741 Date of Analysis / - 99.04.2025

AnanurHyecknii oruer Ne JaTa aHa/u3a

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JaTa npoH3BoACTBa T'oxen no

Mfg. License No. / . .

IpousBoacTBeHHas : MNB/05/263 MU by s JILN(007662)S(RIE
Homep PY RU)

JHueH3usd Ne

Analysis performed according ND: / Auanu3s nposeaen no H/I: JII-Ne(004669)-(PT-RU)-190224

Page10f9/Crp.1 u39

tablets with "[" debossed on one
side. / Kpyrasle ninockue
TabneTku ¢ ackoii, cBeTIIO-
JKEJITOTO LBETA C TPABHUPOBKOM
«l» Ha o1HOH cTOpOHE.

1;00 Test / [TokasaTen Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "["* debossed on one side. / Kpyrnbie
IIOCKHEe TabyeTku ¢ Qackoil, CBETIO-
JKEJITOro 1BeTa C PaBHpPOBKOH «l» Ha
OJIHOM CTOPOHE.

2 Identification / UneHTuduranus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-criexTpbl NOTJIOUICHUA
HCIBITYEMOrO pacTBOpa # pacTBOpa
CTaHZapTHOro  ofpasua  KeTopoJaka
TpOMeTaMHHa JTOJDKHBI UMETh
MaKCHUMYMbl NPY OJHOW K TOM K€ [UIMHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr cooTeeTcTBYET TpebGosanusam HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by /

ITonrorosneno: Ramakant

Bl

IIposepeno: Pardeep Kumar
H

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoguresnn
Amit Kumar L

N

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Jata: 29.04.2025

Reprint Date / t
Jara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98165 56001-02

www. drredavs.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keroposn® Dkenpecc (keropoiak) Ta6/1eTKH, AHCNEPrApyeMble B NOJ0CTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne # V2500784 O0bem cepHH " 3600000 Tab

Analytical Repo:'t No/ - 040002909741 Date of Analysis / . 99.04.2025

AHanuTmueckuii oTyer Ne Jlara anannia

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npou3BoacTBa T'open go

Mfg. License No. / . o

IIpousBocTBEHHAS : MNB/05/263 MR U Xy X I (00:4669)- (B
Homep PY RU)

JuneH3ust Ne

Analysis performed according ND:

/ Ananus nposexen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page2 of 9/C1p. 2 w39

No_'

Test / IToxa3zaTennb
Ne

Results / PesyabTaTh! 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 ynepXuBaHus
OCHOBHOIO IIMKa Ha XpoMarorpamMe
HCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHUs
OCHOBHOTO IMMKa Ha XpoMaTorpamme
pacTBopa CTaHAAapPTHOrO obpasua
KETOpoNaka  TpoMeTaMuHa  (pasien
«Komm4ecTBEeHHOE ONpEIeTICHUEN).

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

I[Tpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJ 3axnwuenne: OJOBPEHO

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

TMoaroroeneHo: Ramakant IMposepeHo: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoaurens
Amit Kumar R

Reprint Date / Reprint Date / Reprint Date/ ¥

JHara: 29.04.2025 Hara: 29.04.2025 Hara: 29.04.2025

Registered Offic

e: 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: L85195AP1984PLC004507
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

CEPTUO®UKAT AHAJIM3A

Tel : +91 95165 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopoa® Jxcnpecc (keroposiak) TaGIeTKH, AHCAEPrHpyeMble B M0JI0CTH pra, 10 Mr

Jauensus Ne

Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne £ V2500784 O6bem cepun " 3600000 Tab
Analytical Repo“rt No/ - 040002909741 Date of Analysis / . 29.04.2025
| AHaJIMTHYeCKHH oT4er Ne JlaTa anannza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npon3BoACTBA I'ogen no
Mfg. License No. /
) MA number: /  JITI-N2(004669)-(PT'"-
IIpon3BoacTBeHHAs : MNB/05/263 Howep PY " RU)

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

Page30f9/Crp.3 u3 9

1}? Test / [lokazaTensn Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudporxcuaruson 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
yAepKUBaHHUA ITHKOB
2-6y THATMAPOKCHAHH30IA u
3-GyTHNrHAPOKCHAHU30/A Ha

XpoMaTorpaMMe HCIBITYEMOIO pacTBOpa

IOJDKHBI  COOTBETCTBOBaTh  BpEMeHaM
yaepKUBaHUs MUKOB
2-6yTHITHAPOKCHAHU30NIA "
3-6yTWIrHAPOKCHAHH301a Ha

XpoMaTorpaMMme pacTBopa CTaHAAPTHOIO
obpasia 6yTunruapoxcuaHusona (pasaen
«ConepxaHue
OYTHITHMIPOKCHAHU30JIan).

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTBYeT TpedoBanusM HI

Jaxa

Conclusion : APPROVED /

wuenne: OJJOBPEHO

Prepared by /

[Moaroroeneno: Ramakant

Checked by /
[poeepeno: Pardeep Kumar

Amit

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoautenb

Kumar L

&

Reprint Date /

Jara: 29.04.2025

Reprint Date /
Jlata: 29.04.2025

Reprint Date / |
Jara: 29.04.2025

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q_f‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

Tel . +51 23166 56001-02

www.drreddys.con

Product : Ketorol Expr& (ket_orolac) Orally Disin;égrating Tablets 10 mg
IIpoaykt: Keropoa® Dkenpece (keTopoaak) TabieTKH, incnepripyemvbie B MoJ0CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne : V2300784 O0bem cepHn " 3600000 Tab

Analytical Rep0f‘t No/ . 040002909741 Date of Analysis / . 29.04.2025

ABanuTryeckuii oTuer Ne JlaTa anaania

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

JlaTa npon3BoACTBA I'onen no

Mfg. License No. / . .

IIponssoacTBeHHas : MNB/05/263 M, numbers)/ g gIENE(004669)S (RIS
Homep PY RU)

JuneH3usa Ne

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

Page40of9/Crp. 4 w39

Results / PesyabTaTsnl

Specification / Hopma

69.5 mg/ 69.5 mr

Complies / CooTBETCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr go 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than = 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetoxk — He Oomee =+ 10 %;
2/20 tabneTok — He 6onee + 20 %.

00 min 14 sec / 00 muH 14 cex

Not more than 3 min. / He 6onee 3 MuH.

Iyo Test / [loka3aTensb

Ne

3 Average weight / Cpeanss
mMacca
Uniformity of weight /
OnHOpOOHOCTH MACChI

4 Disintegration time /
Pacnagaemocth

5 Dissolution / PacTBopenne

Unit-1/ Tabn-1 101 %
Unit-2 / Tabn-2 101 %
Unit-3 / Tabn-3 100 %
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 101 %
Unit-6 / Ta6n-6 101 %

Not less than 75% (Q) of
Ci15H13NO3*C4H|1INO3 (ketorolac
tromethamine) in 15 min. / He menee
75 % (Q) C1sH13NO3*C4H 1NO3
(keTopoJaka TpOMETaMHUH) Uepe3 15 MuH.

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykT coorseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Ramakant IMposepeno: Pardeep Kumar | Ono6peHo: Menemkep / PykoBonuresib
‘ Amit Kumar L
s - -
Reprint Date / Reprint Date / Reprint Date/ |
Hara: 29.04.2025 Hara: 29.04.2025 Hara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHO®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA
Tei: +51 58166 56001-02

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

Ipoaykt: Keropoa® Dxcnpecc (keToposiak) TabJIeTKH, AHCHEpripyerbie B mojocTa pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne : V2500784 O6beM cepun " 3600000 Tab

Analytical Repo:‘t No / - 040002909741 Date of Analysis / . 99.04.2025

AHajHTHYecKHIT oTyeT Ne JlaTa ananm3a

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

HJata npou3zBoacTBa T'omen mo

Mfg. License No. / . .

IIpounssoacTBeHHas : MNB/05/263 M numbery) ; JIII-Ne(004669)~(PT -
Homep PY RU)

JMueH3usa Ne

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

Page50f9/Crp.5m 9

1}? Test / [Toxa3zaTean Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHoOCTD 710 um sieve is formed. / O6pazyercs
ONHOpOJHAs CYCNEH3Us, NpoXoaslas
CKBO3b CHTO C pa3MepoOM OTBEPCTUH
710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruopokcuaHanor

Below LOQ (LOQ = 0.0032 %)
/ Hwxke npenena
KOJIMYECTBEHHOTO ONpEACNeHuUS

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

CopepixaHue BOAbI

KeToposaka (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / e 6onee 0,8 %,
1-keTOaHAIOr KETOpONaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %,;
eAMHUYHAs '
HeuJeHTUGULMpOBaHHAs
NpUMECh
total impurities / 0.0487% not more than 1.0 %. / e 6ox1ee 1,0 %.
cyMMa npumecei

8 Water content / 23% Not more than 7.0 %. /

He Gosnee 7,0 %.

Remarks : The Product conforms to ND/

IMpumeuanue: ITpoaykr coorBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by /
IToarorosiexHo: Ramakant

v~

Checked by /
IIpoeepeno: Pardeep Kumar

b

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Amit Kumar

/\/L/

Reprint Date /
Jara: 29.04.2025

\

Reprint Date /
Hara: 29.04.2025

Reprint Date / |
Iara: 29.04.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

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




Dr.Reddy’s ‘,’:‘

Dr. Reddy's Laboratories Ltd.

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

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

CEPTUOUKAT AHAJIM3A Tel : +51 98166 56001-02

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

IIpoayxt: Keropon® Dkenpecc (keToposak) Tab/ieTKH, AMCIIeprEpYyeMble B MIOJI0CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne E PELoEs O0neM ceprn " 3600000 Tab

Analytical Repovrt No/ - 040002909741 Date of Analysis / . 29.04.2025

AHanuTHYEeCcKHH oTyeT No JlaTa ananuza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara nmpon3BoACTBA I'ogen a0

Mifg. License No. / . .

IIpousBoacTBenHast : MNB/05/263 s umbers: e g SR (PUH000)~(ETS
Homep PY RU)

Junen3zua Ne

Analysis performed according ND: / Anaau3 nposenen mo HJI: JITT-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u39

IToarorosneHo: Ramak“c:(_'r_gr
%“‘1 /

1;.00 Test / [lokasaTennb Results / Pe3yabTaThl Specification / Hopma

9 Residual solvents / OcTaTouHble OPraHH4ecKHe pacTBOPKTEH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
Hzonponaxon 10 Mxr B TabneTke He 6onee 350 mMxr B TabneTke.

10 Microbiological purity*/ Mukpo6uosiornueckasi YucToTa*

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

Count / ob1iee 4ucio NA He 6onee 10° KOE/T;

a’3pOOHBIX MUKPO-

OpraHu3MOB

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

mold count / ob1ee YHCIO NA He 6onee 10 KOE/;

JPOMOKEBBIX M ILIECHEBBIX

rpuboB

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

11 Uniformity of dosage units / 2.7 Acceptance value (4V) not more than
OaHopoAHOCTH 15.0 Tokazarens nmpuemsieMocTd (4V)
NO3UPOBAHHBIX CAHHHUL nomxkeH ObITh He Oonee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusIM HJ{ 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

ITposepeno: Pardeep Kumar | OnoSpeno: Menemwkep / Pykosoaurens

Amit Kumar P
Q/—' < c/\ /'/

Reprint Date /

JHara: 29.04.2025

Reprint Date / Reprint Date / '
Hara: 29.04.2025 Jara: 29.04.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

T ! ek ielok Eatal suarats kA i)
¢l . tI4 20100 DVUULTUL

vww.direddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcrnpece (keTopoJiak) TabaeTkH, AHCeprupyeMeie B 1010¢TH pTa, 10 Mr

Market / PuiHok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne Ay O6nem cepun " 3600000 Tab

Analytical Report No/ . 040002909741 Date of Analysis / . 29.04.2025

AHajiaTHYecKHH oTyeT No Jara anaanza

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JaTa upousBoacTaa I'onen 1o

Mfg. License No. / . o

IIpou3sBoacTBEHHAS : MNB/05/263 plsnuhery) g ETELIR(O009662)(EI=
Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Auanm3s nposeaen mo HJL: JII-Ne(004669)-(PI'-RU)-190224

Page 70f 9/ Crp. 7139

desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
onucrepe w3z (IMA/AJ/TID ¢
Braromnoriorureaem/TISBIT)
¢donsru // (I1/AJ1) donsru. Ilo
2 GaucTepa BMECTE C JIHCTKOM-
BKJI&/IbIIIEM B navKky
KapTOHHYIO,

1}00 Test / ITokazaTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOe 9.9 mg/9.9 mr From 9.0mg to 11.0 mg of
ompeaeneHue (99.1 %) Ci15H3NO3+CsH1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr oo
1 1,0 MI C15H13NO3°C4H11NO3
(ketoponaka tpomeramuH) (ot 90,0 no
110,0 % OT 3asBJEHHOTr0 KONWYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0921 mg/tab / Not less than 0.042 mg/tab. /
content / CopaepxxaHue 0.0921 mr B Tabnetke He menee 0,042 mr B Tabnerke.
OYTHNATHAPOKCHAHU30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne yNakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabaeTox B
6nucrepe u3 (ITA/ATI/TID c
praronornotutenem/II9BII) donsru //
(IT3/AJ1) donsru. ITo 1 wnu 2 Gnuctepa
BMECTE C JIHCTKOM-BKJTAIBbILIEM B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akiarouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

v

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurenb
Amit Kumar

N

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Jlara: 29.04.2025

Reprint Date /
Hara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




QQ 8 Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOHUEKAT AHAJIN3A Tel ; +91 98165 56001-02

aw.drreddys.com

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

TIpoaykr: Keropos® Dkcnpece (keToposiak) Ta6/ieTKH, JHCIeprupyemMebie B noqocTi pra, 10 mr
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne g M2t O06BeM cepun " 3600000 Tab
Analytical Report No/ - 040002909741 Date of Analysis / . 99.04.2025
AHanuTHYecKHi oTueT Ne Jarta aHaH3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa npon3BoACTBA I'onen 1o

Mfg. License No. / . o
IIpousBoacTEeHHAS : MNB/05/263 MESnuh ey g it Ne((OG02) (RIS

Homep PY RU)

JHueH3us Ne

Analysis performed according ND: / Anaau3 nposegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 8 n3 9

* 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 KOHTPOJIb KA4ecTBa Mo nokaszaTesnio « MUKpoGuooruieckas
YUCTOTAa» MPOBOAUTCA A/ KaxAol 20-0ii cepuu, HIH AJIs OAHOI CEPUH B 0/, B 3aBUCMMOCTH OT TOr0, YTO
HACTYNUT paHblle.

| API name / HanmenoBanne A®C: Ketorolac tromethamine / Ketoponaka TpomMeTaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABREO009745
Homep cepuu npoussoaurens ADPC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIHH MPOH3BOAMTEA FESA00032
TJId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpounseoautens APC, crpana: I-p Pennu'c Jlabopartopuc Jita., 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) /
HaunmeHnosanue, agpec, JJHIEH3US 1S I-p Pennw’c JlaGoparopuc JIta., Unnus, Ilpoussoacreennoe
IIpousBoacrBenHast niaomaaka / Ilnomaaka nozapasaenenune-6, Bunn. Kxons, Hanarapx Poyn, bapnu, Jiuctpukr
KouTpoaa kadecTBa / Ilnomanka BpinyckKa Conan, X.I1., 173205, Unpus (nmuuensus nomep 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 /

ITpumeuanue: [Iponykr coorBeTcTBYeT Tpebopanuam HJI 3akmouenne: OJJOGPEHO

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

ITonroroeneHo: Ramakant IMposepeno: Pardeep Kumar | Omobpeno: Menemxkep / PykoBoaurens
i £ Amit Kumar ]

Reprint Date / Reprint Date / Reprint Date / L

Hara: 29.04.2025 Jata: 29.04.2025 Jara: 29.04.2025

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




‘.‘ Dr. Reddy's Laboratories Ltd.
? ) I }

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTUPUKAT AHAJIM3A Tel:+91 95:1_55 56001-0z

A crregdys.com

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

IIponyxT: Keropon® Dkenpece (Keroposiak) Ta61eTKH, AMCIEPrHPYEMble B MOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne s Vaslbges O06bem cepHH " 3600000 Tab

Analytical Repo‘}'t No/ . 040002909741 Date of Analysis / . 29.04.2025

AnanTHueckHii oTyer Ne JlaTa asajn3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jarta npousBoacTea I'ogen no

Mifg. License No. / ) o

IIpousBoacTBeHHast : MNB/05/263 MA number: / x JIIT-Ne(004669)-(PT-
Homep PY RU)

JHueH3us Ne

Analysis performed according ND: / Ananus nposegen no HJI: JITI-Ne(004669)-(PT-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».

3aKJ0vYeHHe 0 cO0TBeTcTBHH: «HacTosmuM s IOATBEPXKIAl0, YTO MIPUBEICHHAS BhIe HHOOPMAUHs SBIAETCS
JIOCTOBEPHOH M TOYHOM. DTa cepus IPONYKIHH Mpou3BelNeHa (BKIOYas YNaKOBKY (MapKHPOBKY) U KOHTDOJb
Ka4eCcTBA) Ha BHIIIEYKA3aHHOM NPOM3BOACTBEHHOH IUIOWIAAKE (IJIOINAAKax) B IIOJIHOM COOTBETCTBHH C
TpeGoBanusaMHA [IpaBui Hamjexaieil MpoOM3BOACTBEHHOM MpakTHKH EBpasmiickoro S5KOHOMHYeCKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) 1 TpeOOBaHUIMH KOHTPOJISI KA4eCTBA ICKAPCTBEHHBIX CPENICTB,
a TaKXXe B COOTBETCTBHH CO CIEMADUKAINIME, COACPKAIUMUCSA B PErHCTPAlMOHHOM JI0ChE CTPAaHBI-UMIOPTEpPA.
3amucH 110 IPOU3BOICTBRY, YIIAKOBKE M aHAIH3y IPOBEPEHEI, H YCTAHOBJIEHO HX COOTBETCTBUE TpeboBanusM Ipasui
HaJyIeKalle MpON3BOACTBEHHOHN IIPAaKTHKU EBPasuicKOro 9KOHOMHYECKOTO COX03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt cooTBeTcTBYET TpeOOBaHHAM HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Ran}akan“b( [Tposepeno: Pardeep Kumar | OnobpeHo: Menemxep / PykoBoaures

) i Amit Kumar [
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Reprint Date/ = Reprint Date / Reprint Date/ |
Hara: 29.04.2025 Hara: 29.04.2025 Hata: 29.04.2025
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