Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToponax) TabjieTKH, AHCOePrupyemMble B MOJ0CTH pTa, 10 mr

Market / PpiHok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne - V2500607 O6bem cepnn " 3600000 Tab

Analytical Repo:’t No/ . 040002886903 Date of Analysis / . 18.04.2025

AHanuTH4eckuii oTyeT Ne HaTta anaausa

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

JaTta npoH3BOJCTBa T'ogen no

Mfg. License No. / . .

IIpousBoacTBeHHAsS : MNB/05/263 et g NS (OIE662) S
Homep PY RU)

JuneH3us Ne

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

Page1of 9/ Crp. 1 u39

No

Test / ITokazaTenanb
No

Results / PesyabTaTsl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle nnockue
TabneTku ¢ dackoii, cBeTNIO-
XEJITOTO IBETA C TPaBUPOBKOM
«I» Ha OHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrasie
miockue TabnaeTku ¢ ¢acko, CBeTIo-
JKEJITOro 1[BeTa ¢ IpaBUpOBKOH «I» Ha
OJIHOM CTOpOHE.

2 Identification / MnenTuduxaums

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-criekTpsl NOrNOIMIEHUS
UCMBITYEMOTO PacTBOpa U  pacTBOpa
CTaHAapTHOro  of0pasila  KeTopoJjaka
TpoMeTaMHHa IOJDKHBI UMETh
MaKCUMYMBI TPU OJHOH U TOH K& IJIUHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBercreyeT Tpebosanusm HJI

Conclusion : APPROVED /
Zaxarouenue: OJOBPEHO

Prepared by /
[Toarorosneno: Pravesh Rana

Checked by /
ITpoeepeno: Rama Kant

¥

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykopogurens
Amit Kumar

L.
¥

Reprint Date /
Hara: 18.04.2025

Reprint Date / =i
Jara: 18.04.2025

Reprint Date /
Hata: 18.04.2025

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507

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

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

CERTIFICATE OF ANALYSIS " 277 " 2=
CEPTU®UKAT AHAJIM3A ol el i

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Jxcnpece (keroponax) Tabaerkn, AHCHeprapyeMsle 8 0oJ10cTH pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne + V2500607 O6nem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002886903 Date of Analysis / . 18.04.2025

AHanuTu4eckuii oTueT Ne JlaTa ananuza

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

JaTa npoM3BOACTBA T'open mo

Mifg. License No. / . .

IpousBoacTBeHHAs : MNB/05/263 R Runipeel . JI0-Ne(004669)-(PT -
Homep PY RU)

JuneH3us Ne

Analysis performed according ND:

/ Ananmz nposeaen no HJ: JIII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 m39

No

Test / [Toka3zaTennb
Ne

Results / Pe3yabTaTsl 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
OCHOBHOTO TMWKa Ha XpoMarorpamme
UCTIBITYEMOTO pactBopa DOJIKHO
COOTBETCTBOBATh BPEMEHH yIEepPXXUBAHUSA
OCHOBHOTO TMHKa Ha XpOMarorpamme
pacTBopa CTaHIAPTHOTO obOpasua
KeToposiiaka  TpoMeTamHHa  (pa3sgen
«KonnuecTBeHHOE ONpeneNieHue).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [ponykt cooTBeTcTBYeT TpeboBanusam HJI 3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana [
L

Checked by / Approved by: Manager/Executive /
[Tpoeepeno: Rama Kant Opobpeno: Menemxkep / PykoBoautens

Amit Kumar v
dubs Nt

Reprint Date /
Hara: 18.04.2025

Reprint Date/ | Reprint Date / 1
Jlara: 18.04.2025 Jarta: 18.04.2025

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 ‘_‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A e
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vww. drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® dkcnpece (keropoJiak) TabaeTk, JMcneprapyemble B no.10cTd pra, 10 mr

| Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / . 3600000 tab /
Cepusa Ne R O0BeM cepun © 3600000 Tab
Analytical Repo:‘t No/ . 040002886903 Date of Analysis / . 18.04.2025
AnajuTHdeckuii oTyeT No JlaTa ananuza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JlaTa npon3BoACTBA I'oxen 1o ]
Mfg. License No. / ) .
IIpou3BoacTBEHHAs : MNB/05/263 210 Dby g BT S(IEO0R)S(RIS

Homep PY RU)

JHIeH3HA Ne

Analysis performed according ND:

/ Ananus nposeaen no HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page3of9/Crp.3 m39

No

Test / [TokazaTenn
No

Results / PesyabTaTbl

Specification / Hopma

Butylhydroxyanisole /
Bymunzuopoxcuanuzon

Complies / CooTBeTcTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«CoaepxaHHe
GYTHArHAPOKCHAHUIONA).

B
3-
the

chromatogram of the test solution should
correspond by the retention times to 2-

3-
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIOEepPKUBAHUA ITUKOB
2-0yTHITHAPOKCHAHU30J1A u
3-0yTHATHIPOKCHAaHHU301a Ha

XpoMaTtorpaMMe HUCIBITYEMOI'0 pacTBOpa

JOJDKHBI  COOTBETCTBOBAaTb  BpeMeHaM
YIEpPXKUBaHHA NHKOB
2-0yTUNTHAPOKCUAHH30J1a "
3-6yTUIrHAPOKCUAHU301a Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOTO
obpasna 6yTHITUAPOKCHaHU30M1a (pa3aen

Remarks : The Product conforms to

IMpumeuanwne: [ponykr coorrercTByeT TpeboBaHusM HJ

ND/

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IMoarotosieno: Pravesh Rana

Checked by /
IIporepeno: Rama Kant

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

Amit Kumar Pa. =y
M

Reprint Date /
JlaTa: 18.04.2025

Reprint Date/ |
Hara: 18.04.2025

Reprint Date / !
Jlata: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500034, Telangana, India
Tol: 491 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: LR5155AP1934PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSI

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUP®UKAT AHAJIN3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Irenpece (keropoak) Tabaerkn, incneprupyemble B noJocta pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / . 3600000 tab /

Cepus Ne + V2500607 O6nem cepun " 3600000 Tab

Analytical Repo:’t No/ . 040002886903 Date of Analysis / . 18.04.2025

AHaJuTHYecKHi oTyeT Ne JIaTa aHaan3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

Jdata npou3BoacTBa ' T'omen no

Mfg. License No. / . .

IIponsBofcTBEeHHAsI : MNB/05/263 S0 MUty . JITE-Ne(004669)-(PT-
Homep PY RU)

Juuenzust No

Analysis performed according ND: / Anaun3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Crp. 439

Results / Pe3yabTaThl

Specification / Hopma

69.2 mg / 69.2 Mr

Complies / CooTBETCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr no 72,8 Mr (70,0 Mmr + 4,0 %).

18/20 tablets - not more than £ 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oojee = 10 %,;
2/20 Tabaetok — He 6onee + 20 %.

00 min 26 sec / 00 MuH 26 cex

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

No Test / IlokasaTenn
Ne
3 Average weight / Cpennsis
Macca
Uniformity of weight /
OOHOPOIHOCTH Macehl
4 Disintegration time /
Pacnagaemoctb
5 Dissolution / PacTrBopenne

Unit-1 / Tabn-1 97 %
Unit-2 / Tabn-2 99 %
Unit-3 / Tabn-3 100 %
Unit-4 / Ta6n-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 102 %

Not less than 75% (Q) of
CisH13NO3*C4H | 1NOs (ketorolac
tromethamine) in 15 min. / He MeHee
75 % (Q) C15H13NO3‘C4H11N03
(keToponaka TpoMeTaMUH) Yepe3 15 MuH.

Remarks : The Product conforms to ND/
[Tpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmuenne: OJJOBPEHO

Prepared by / .
IMoarorosnexo: Pravesh Rana [/

Checked by /
IIpoeepeno: Rama Kant

durt”

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoautesns
Amit Kumar

;\. - b

Reprint Date /
Jlara: 18.04.2025

Reprint Date / 7 1/’ Reprint Date / *

Jara: 18.04.2025 Hara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 1900 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 itd.
Formulation Unit-6

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

mnT_No
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykt: Keroposn® Dkenpece (keropoaak) Tab/ieTku, AHCNEPTHpyeMble B noJjocta pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2500607 O6beM cepHu " 3600000 Tab

Analytical Repourt No / - 040002886903 Date of Analysis / . 18.04.2025

AHanuTHYecKHH oTuer No JaTa aHaIH3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JaTta npoM3BOACTBA T'onen xo |

Mfg. License No. / . .

Ilpon3BoACTBeHHAS : MNB/05/263 e Bl CONEE OGS
Homep PY RU)

JHnen3us No

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

PageSof 9/ Crp.Sm3 9

i‘? Test / Iloka3zaTenn Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHOCTD 710 pm sieve is formed. / O6pasyercs
ONHOPOOHAS CYCHEH3Us, IPOXOMSILas
CKBO3b CHTO C pPa3MepOM OTBEPCTHI
710 MKM.
7 Impurities / [Ipumecn
1-hydroxy analog of Below LOD (LOD = 0.010 %) / not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / Hwxe mpenena o6HapyxeHHsA
1-rugpokcuaHaior (I10=0.010 %)
KeTopomnaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / e 6onee 0,8 %;
1-KkeToaHaor KeTopoaka e
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
€AMHUYHas 0.01%
HeuneHTHHUIHPOBAHHAS
pHMeCh
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
cyMMa npuMecei
8 Water content / 22 % Not more than 7.0 %. /
Coaep:xaHne BOJbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
Zaxmouyenne: OJIOGPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
IIpoBepeno: Rama Kant

Bt

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoautenb

Amit Kumar /\/ ’L/

Reprint Date /
Jara: 18.04.2025

Reprint Date / T
Hara: 18.04.2025

Reprint Date / J

Jlata: 18.04.2025

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 Qi"

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIMU3A

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

Vill. hol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, if4DIA
Tel: +91 98166 56001-0%

wwwv.drieddys.com

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

Ipoaykr: Keropoa® Jxcnpece (keToposiak) Tab/neTkn, AHCHEprHpyeMble B 10JI0CTH pra, 10 Mr

Market / Poisok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne | MESEEETY Oo6BemM cepuu © 3600000 Tab

Analytical Repo\}‘t No/ - 040002886903 Date of Analysis / . 18.04.2025

AHaguTHYeCKHI oTUeT No Jlara ananu3za

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JlaTa npoH3BOJACTBA T'onen g0

Mifg. License No. / . .

IpousBogcrBenHas : MNB/05/263 SIS numBenTS ; TENE(U0I607) =(EI=

Homep PY RU)
JHIEeH3HsE Ne

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

Page60of 9/Crp. 6 139

i‘? Test / [Toka3zaTenn Results / PesyabTaTsl Specification / Hopma
9 Residual solvents / OctaTouHble OpraHnyecKkue pacTBOPHTEH
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 08 Mkr B TabneTke He Gonee 350 Mkr B TabneTke.

10 Microbiological purity*/ Mukpotuosioruueckas yucTora*

Total Aerobic Microbial
Count / o011ee yucio

not more than 10* CFU/g; /
He 6onee 10° KOE/r;

OaHopoaHOCTH

MNIUPNRAHHKIY ATHHUTE

NA
a3poOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / obiee yucIo NA He 6onee 10> KOE/r;
IOPOXOKEBBIX M INIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTCTBUE B 1 T
11 Uniformity of dosage units / 34 Acceptance value (4V) not more than

15.0 Toka3atens npuemaeMocTH (AV)
nomkeH OrITh HE Bonee 15,0,

Remarks : The Product conforms to ND/
Ipumeuanue: [TponykTt cootBercTByeT TpeGoBanusm HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by /
IToxarorosiieno: Pravesh Rana

/

Checked by /
ITposepeno: Rama Kant

Uttt

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / PykoBoautenb
Amit Kumar

-

Reprint Date /
Jara: 18.04.2025

Reprint Date / 1
Jara: 18.04.2025

Reprint Date /
Jara: 18.04.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +01 40 4200 2999, Emait: mail@drreddys.com




Dr.Reddy’s ‘;’.

CERTIFICATE OF ANALYSI

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

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

CEPTUOHKAT AHAJIU3A

el r+91 93166 56001-02
ww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopoa® Dkcenpece (keroposiak) TaGieTkH, JHCHEPrpyemMble B II0JIOCTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepnsa Ne e Oo6nem cepun " 3600000 Tab
Analytical Report No/ . 040002886903 Date of Analysis / - 18.04.2025
AnanuTHYeckHi oTuer Ne Jlata anasnza -
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JlaTta npoM3BOACTBA T'open mo -
Mfg. License No. / . .
IIpou3BoAcTBEHHAs : MNB/05/263 SVA number; y STIENE(A66T (R T

Homep PY RU)

JIHneH3us Ne

 Analysis performed according ND: / Anann3 nposegen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 7u39

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
onucrepe u3 (IIA/AJUVIID c
Biaromnoriorurenem/I12BIT)
doneru // (I13/AJ1) doneru. Ilo
2 bnucrepa BMECTE C JIUCTKOM-
BKJIaJIbIIIIEM B ELINY
KapTOHHYIO.

1;.? Test / Iloka3zaTenn Results / Pe3yabTaThl Specification / Hopma
12 Assay / KoiuuecTBeHHOE 10.1 mg/ 10.1 mMr From  9.0mg to 11.0 mg of
onpeaeseHne (101.0 %) CisHi3NO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
11,0 Mr Ci5H13NO3C4H 1 NO3
(ketoponaka TpoMmeramuH) (ot 90,0 mo
110,0 % or 3asBNEeHHOTO KOJIMYECTBA) B
TabneTxke.
13 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxkaHue 0.0934 mr B TabneTke He menee 0,042 Mr B TabneTke.
OYTHArMAPOKCHAHH30/IA
14 | Package description/ 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanve ymakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabmeTok B
Onucrepe u3 (TTA/AJI/TID c
graronorioruresniem/IIDBIT)  donsru //
(I13/AJ1) ¢onsru. Tlo 1 unu 2 6auctepa
BMECTE C JIHCTKOM-BKIIAHBILIEM B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboranusamM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / -
IMoarorosneno: Pravesh Rana _ g

Checked by /
ITpoeepeno: Rama Kant

U

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurensb
Amit Kumar

/\/ L.

Reprint Date /
Hara: 18.04.2025

Reprint Date / 1
JlaTa: 18.04.2025

Reprint Date/
Jara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 91 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com

CIN; L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

So
’ o@ Formulation Unit-6
DI‘. Red dy S q.. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS | 491 95166 5600102
fel . +3 o +Ue
CEPTUO®UKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keroposax) Ta6aeTKH, HCIeprupyemMble B Mo10CTH pra, 10 mr 3 _
Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne . V2500607 O06bem cepnH " 3600000 Tab
Analytical Repo‘}'t No/ . 040002886903 Date of Analysis / . 18.04.2025
AHajnurHyeckuii oTuyer Ne JlaTa ananusza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Hata npon3soicTBa I'open 10 ]
Mfg. License No. / ) o
IIponsBoacTBeHHast : MNB/05/263 sl number: / : S IEASED S
Homep PY RU)

JHneH3us Ne
Analysis performed according ND: / Anayn3 npoeegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 u3 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 BbINYyCKe JIEKAPCTBEHHOTO NMpenapaTa KOHTPOJIb Ka4ecTBa M0 NoKasaTeaio « MuKpobHoaoruueckas
YHCTOTA» MPOBOAUTCA MAJIS Kaxkao# 20-0ii cepuu, MM /I OAHOM CEPHU B roll, B 3aBHCHMOCTH OT TOr0, YTO
HACTYIUT paHblIe.

API name / HaumenoBanue A®C: Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRHO008106

Homep cepnu npoussoautens ADPC:

FP Manufacturer API Batch number /

HoMep cepun cyOcTAaHINHH NPOU3BOAMTEIS FERA00613

TJId:

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

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) /

HanmeHoBaHMe, agpec, THIECH3HA M1 I-p Peanu’c Jlaboparopuc JIta., Uunus, IIponssoncteentoe
Ipounssoacreennas miomwanka / [lnomanka noapasaenenue-6, Bum. Kxons, Hanarapx Poyn, banny, Iuctpukr
KOHTPOJIA KadecTBa / Jlomaaka BeiIycKa Conan, X.I1., 173205, Unaua (muuensua 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 /
ITpumeuanne: HpoaykT cootBeTcTBYeT TpeboBanusam HJJ 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana ITporepeno: Rama Kant Onobpeno: Menemxep / PykoBooutess

W Amit Kumar A
dud [

Reprint Date / Reprint Date / 1 Reprint Date/ !
Hara: 18.04.2025 Jara: 18.04.2025 Hara: 18.04.2025

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.

De
L/ o Formulation Unit-6
Dr' Reddy s ‘». Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS ..  c-q1 0o
CEPTUOUKAT AHAJIA3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keToposak) Ta6,1eTKH, JHCIeprHpyemMble B 1010CTH pra, 10 Mr
Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne - V2500607 O6beM cepun " 3600000 Tab
Analytical Repovrt No/ . 040002886903 Date of Analysis / . 18.04.2025
| AHanHTHYeCKHI oTyeT Ne Jara ananuza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
 JlaTa npou3BOACTBA T'ogen no
Mfg. License No. / . .
MpouspojacTeennas : MNB/05/263 LG LG ey . JHI-Ne(004669)-(PT-
Homep PY RU)
JHIeH3HsA Ne
Analysis performed according ND: / Anasn3 nposegen no HJI: JII-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».

3akioueHne 0 cooTBeTcTBUH: «HacToAmuM s OATBEPIKIAIO, YTO MPUBECHHAs BBIIIE HHGOPMALHs SIBIISETCS
JOCTOBEPHOM W TOUHOH. DTa cepHsl MPOAYKIHHM NpOH3BEIcHA (BKIIOYAs yNaKOBKYy (MapKHpPOBKY) M KOHTPOJb
KayecTBa) Ha BBINIEYKA3aHHOM IMPOM3BOJCTBEHHOM IUIOMAAKe (IUIOMIAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusamu [IpaBun Hammexanteil MPOU3BOIACTBEHHOH NpPakTHKU EBpa3suiicKoro 3KOHOMHMYECKOrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16pst 2022) 1 TpeGOBaHUAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPENCTB,
a TaKKe B COOTBETCTBHH CO CHENUGUKAIUIME, COIEP>XXalIMMHCS B PETHCTPAIMOHHOM J0ChE CTPaHBI-UMITOpTEpa.
3anucH 110 IPOU3BOJICTBY, YIIAKOBKE U aHAIN3Y IIPOBEPEHE], U YCTAHOBIIEHO HX COOTBETCTBHE TpeOoBaHuAM [IpaBuir
HaJJIeXKaIeH MPON3BOACTBEHHOM NMpakTHKH EBpazuiickoro 3KOHOMHHYECKOIO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IlpoayxT coorBeTcTBYET TpeboBaHMAM HJ| 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Pravesh Rana IIporepeno: Rama Kant Onobpeno: Menemxkep / Pykosoaurens

ﬂ&‘\ JJ\ Amit Kumar A L

/ J.' W - —
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