Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,

Distt, Soian, #.P, 173 205, INDiA

CEPTHOPHKAT AHAJTH3A

Tei 1 +91 88156 56001-02

v diredays.com

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

Hpoaykt: Keropon® Jxcnpece (keroposak) TabaeTku, AncneprupyeMblie B 0JI0CTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepun Ne 4 V2500470 O6beM cepun " 3600000 Tab

Analytical Repog’t No/ - 040002807985 Date of Analysis / - 07.02.2025

AHanuTHYecKHH oTUeT No JlaTa anajin3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npoH3BOACTBA TI'onen no

Mfg. License No. / . .

IIpou3BoacTBEHHAS : MNB/05/263 MA number: / L
Homep PY RU)

JIHOeH3us No

Analysis performed according ND:

/ Anaans nposesen mo HJL: JIII-Ne(004669)-(PT-RU)-190224

Page 1 of 9/Crp.1 139

No | : :
No Test / Ilokasarens Results / PesyasTaTsl 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. / Kpyrubie
side. / Kpyranble mnockne miockue Ttabjerku c¢ (ackoi, CBETIO-
TabneTku ¢ $ackoii, CBETIO- KEJNTOro IBeTa ¢ TIpaBUpoBKOH «!» Ha
XKEJITOTO LBeTa C PaBUPOBKOH O[JIHOI{ CTOPOHE.
«l» Ha OIHOH CTOPOHE.
2 Identification / UnenTudukauus

Ketorolac / Kemoponak

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / VO®-crekTpsl NOIJIOLIECHHS
UCIMBITYEMOTO pacTBOpa M pacTBopa
CTaHJapTHOrO  o0pasua  KETopohaka
TpOMEeTaMHHa JIOJDKHBI HUMeThb
MaKCHMYMbI TPU OJHOMH M TOH Xe AJIHHe
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanue: [IponykT cootseTcTBYeT TpeboBanmsam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jata: 07.02.2025

Jara: 07.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Honroroeneno: Rama kant I[Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykpponurent
12“ B u /§ p Pavan Kumar Sharma Hr—
M CJ-—--'—“ '/
Reprint Date / \ Reprint Date / Reprint Date /

Hara: 07.02.2025

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

CIN: 185195AP1934PLCOGA507
www.drreddys.com
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Dr.Reddy’s ‘;’

Dr. Reddy’'s Laboratories Lid,
Forimulation Unit-o

Yill. €ho!, Nalagarh Road, Badeil,
Distr. Solan, 8P, 173 205, IND1A

5166 55001-02

CERTIFICATE OF ANALYSIS TR

CEPTHOUKAT AHAJIN3A waw.drreddys.com

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

Ipoayxr: Keropoa® Dxcnpecc (keTopoaak) Tabaerk, IucneprapyemMble B MoJocTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne - V2500170 O0Bem cepHH " 3600000 Tad

Analytical Repovrt No / . 040002807985 Date of Analysis/ - 07.02.2025

Ananurndeckni oryer Ne Jlara anaaum3sa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

Jarta npou3BoacTBa T'ogen no

Mifg. License No. / ) o

ITpousBoacTBeHHAS : MNB/05/263 bR Y g, JIE-Ne(004669)~(PT-
Homep PY RU)

JIHnen3nsa Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JHI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2 u3 9

No
Ne

Test / [TokazaTeanb

Results / PesyabTaThl

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). / Bpemsa ynepxnBanus
OCHOBHOTO TIHKa Ha Xpomarorpamme
UCIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATb BPEMEHU YIepKUBaHUSA
OCHOBHOIO IIHKa Ha XpomaTrorpamme
pacTBOpa CTaHAAPTHOTO obpasia
KeTopollaka  TpomeTamMuHa  (paszen
«Konyu4ecTBeHHOE OMpENeNIEHUEY).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeOoRaHMUAM HJJ

Conclusion : APPROVED /
3axknwuenue: OJJOBPEHO

Prepared by /

TToarorosneno: Rama karzli/

Checked by /
IMporepeno: Pardeep Kumar

. —

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoanTesnb
Pavan Kumar Sharma foe——rZ

-
e

Tel: +81 40 450

, Ppp—_
VORI GITT -duy; CCiin

Reprint Date / ) Reprint Date / Reprint Date /
Hara: 07.02.2025 Iara: 07.02.2025 Hata: 07.02.2025
Registerad Office: 8-2- vderabad - 800024, Telangana, India

mnilindiradays.com
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Dr.Reddy’s Q_‘.‘

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

Yiil. hol, Nalagarh Road, Badd,
Disit. Solan, 4.P, 172 205, IND1A

CERTIFICATE OF ANALYSIS Toi s +91 93165 56001-02

CEPTHO®UKAT AHAJIN3A

i LS
vy Aerpddhes o

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

Ipoaykr: KeTop0J1® Jkcnpecc (KeToposak) TabJeTKH, IHCIiepriHpyeMbie B 10J10cTH pra, 10 mr

Market / PoiHok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne ' ¥2500170 Oo6bem cepnn " 3600000 Tab

Analytical Repovrt No/ . 040002807985 Date of Analysis / . 07.02.2025

AHanurTu4deckuii oTyer Ne Jlata anaau3za

Date of Manufacture / - 01/2025 Date of Expiry / . 122026

Jara npoM3BOACTBA TI'ogen no

Mfg. License No. / . o

TIpousBoACTEEHHAS : MNB/05/263 S DEmbES g B S OCHECR=(EE
Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Anajus nposened mo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page30f9/Crp.3 39

No

Test / IToka3zaTennb
No

Results / Pe3yabTaTbl

Specification / Hopma

Butvlhydroxyanisole /
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
yAEpXKHBaHUS NHKOB
2-0y TWITHAPOKCHAHN30/a u
3-0y TWITHAPOKCHAHU30/1a Ha
XpOMaTorpaMMe HCIIBITYeMOI0 pacTBOpa
JOJDKHBI  COOTBETCTBOBATH  BPEMECHaM
yAEpKUBaHUSA NHUKOB
2-0yTHATUAPOKCHAHU30NA u
3-6y TWITHAPOKCHAHU30Ma Ha

XpOMaTorpaMMme pacTBOpa CTaHJAPTHOIO
obpazua OyTunruapoxcHanu3ona (pasaen
«CognepxaHue
OYTWITHAPOKCHAHU30IAY).

Remarks : The Product conforms to ND/

ITpumeuanue: Ilponykt cootsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

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

[Toarorosneno: Rama kant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykppoanTeib
Qﬂiﬂ\ d{; Ci Pavan Kumar Sharma 4{__//;/

Reprint Date / Reprint Date / ’ Reprint Date /

Jata: 07.02.2025 Jarta: 07.02.2025 Jara: 07.02.2025

~

Eonistered Office: A-2-327, Road o, 2, Ranyars Hills, Hyderabad - 500024, Telangana, india

=l 291 30 4500 2000, Fiv, 481 J0 4906 2999, Email: mail@drreddys.com

wavwdireddys.com

i55AP1984PLCO04507

-t
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td
Formulation Unit-6

Viil. khol, Malagarh Road, Baddj,

Distt. Solan, 1., 173 205, IND1A

Tel:+91 93166 56001-02

CEPTU®PUKAT AHAJIN3A

v Aderadcdys S

'Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposiak) TabieTkH, AMCIEprupyeMble B M0JI0CTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500170 O0nem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002807985 Date of Analysis / . 07.02.2025

AHanuTHYecKHIH oTHeT No Jlata ananausa

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

Jara npomsBoacTBa TI'onen no

Mfg. License No. / . .

IlpousBoacTEeHHAs! : MNB/05/263 BT AEMBETl g JI-Na(004669)~(PT-
Homep PY RU)

JIHneH3us Ne

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

Page4 of 9/Crp.4 139

ITpumeuanue: IlpogykT cooTBeTcTBYET TpeboBanusam H/L

1;‘00 Test / [Toka3zaTesb Results / PesynibTaThl Specification / Hopma
3 Average weight / Cpennsas 69.8 mg / 69.8 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 %;
OaHOPOAHOCTHL MACChI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oosee =+ 10 %;
2/20 tabnetok — He 6onee £ 20 %.
4 Disintegration time / 00 min 32sec / 00 MmuH 32 cex Not more than 3 min. / He 6onee 3 muH.
PacnagaemocTthb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. Ci5H;3NO3*C4H11NO3 (ketorolac
U2, /a0 2 10%% tromethamine) in 15 min. / He Menee
Unit-3 / Ta6bn-3 101% | 75% Q CisH13NO3*C4HNO3
. (xeToposaka TpOMETaMHUH) yepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axmouenune: OJJOBPEHO

Prepared by /
IToarorosneno: Rama kant

D

Checked by /
IporepeHo: Pardeep Kumar

¢

Approved by: Manager/Executive /
Ono6peno: Menemxep / waaonn"renb
Pavan Kumar Sharma .

)
\b: Oy
Reprint Date / A Reprint Date / Reprint Date /
Jata: 07.02.2025 Jara: 07.02.2025 Hata: 07.02.2025
eoislore 2-237, Read No ?, ”’ﬂn]ﬂr Hills, Hyderabhad - 560024, Telangzana, india

00 2800, Fax, 91 40 4900 2529, Emailt
CIN: LS SAP1O84PLCC0AS07

wavw.drreddys.com

K

snil@drreddys.com
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Dr.Reddy’s ‘?

Dr. Reddy's Lakoratories iid.
Formulation Unit-6

Viil. 1ho!, iMalagarh Read, Bacidj,
Distt. Scian, B.P., 173 205, IND|A

CERTIFICATE OF ANALYSIS Toir+91 93166 55001-02

CEPTUOHKAT AHAJIHU3A

v deraddus com
Wk, ST rag Gy s

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Dxcnpece (keTopoJak) TabJeTKH, AUCIEPIHpYeMbIe B 0J10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne Al O0nem cepun ~ 3600000 Tab

Analytical RepOft No/ - 040002807985 Date of Analysis / . 07.02.2025

Apanurnveckuii oryer Ne JlaTa anaimu3za

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

JaTa npoH3BoACTBa T'ogen no

Mfg. License No. / . .

Ilpon3BoacTBEHHAs : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

auuensua Ne

Analysis performed according ND: / Ananns nposenen no H/L: JII-Ne(004669)-(PT'-RU)-190224

Page 50f9/Crp.Suz9

1;.00 Test / [Toka3zaTenn Results / Pe3yabTaThbl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
HAucnepcHocThb 710 um sieve is formed. / Obpasyercs
ONIHOPOAHAs CYCICH3MA, NPOXOIsias
CKBO3b CUTO C pPa3MEpOM OTBEPCTHi
710 MKM.
7 Impurities / IIpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / ue 6onee 0,5 %;
ketoro]ac: / Huxe fnpenena KoJu4eCTBEHHOr o
1-rugpoKcHananor onpenenenus (ITKO = 0.0032 %)
KeTopoJaKa
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / "He Gonee 0,8 %;
1-keToaHaIOr KeTopoaKa
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %;
eAUHHYHAS .
HenneHTHUIUpOBaHHAs 0.02%
NpUMECh
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CyMMa TpuMecei
8 Water content / 2.5% Not more than 7.0 %. /
CopaepxkaHue BOAbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykr cooTBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmwouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama kant J

Dl

Checked by / Approved by: Manager/Executive /
IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykgpoanTens

(_—__I’__._ Pavan Kumar Sharma /y

Reprint Date /
Jarta: 07.02.2025

>

Reprint Date / Reprint Date /
Hara: 07.02.2025 Jlara: 07.02.2025

30, Fax. +971 40 491
CIN: LAE195AP105APLCO0A507
wwavdrreddys.cem

Hitle, Hyderabad - 506024, Telangana, India
nail@direddys.com

2999, Emaii: i




Dr. Reddy's Laboratories iid,

9 .... Formulation Unit-6
Dr' Reddy S .. Yill Iih\oé, Malegarh Road, Baddj,

Disit. S¢ R.B, 173 205, INTA

F91 58166 56001-02

CERTIFICATE OF ANALYSIS ot
CEPTU®UKAT AHAJIM3A www.drceddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Jkenpece (keToposak) TabaeTk, AnCHeprupyembie B 10J10CTH pra, 10 mr

Market / Poinok :Russia / Poceus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne Rk O0Bem cepun ~ 3600000 Tab

Analytical Repovrt No/ . 040002807985 Date of Analysis/ . 07.02.2025

AHanuruyeckuii oTueT Ne JlaTa anaamuza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTta npou3BojcTBa I'ogen no

Mfg. License No. / ) .

IpoussoacTBEEHHAsS : MNB/05/263 MEAmRMBEY: ¢ e PSS
Homep PY RU)

Jnnenzusa Ne

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

Page 6 of 9/ Crp. 6 u3 9

I;: Test / [Toka3zaTean Results / PesyabTaTst Specification / Hopma
9 | Residual solvents / OcraTounble OpPraHHYeCKHe PACTBOPHTEIH
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab. /
Uzonponanon 12 Mkr B TabneTke He Gonee 350 mkr B TabneTke.

10 Microbiological purity*/ MukpoOuoJsioruueckass yncrora*

Total Aerobic Microbial not more than 103 CFU/g; /
Count / obuiee uncno NA He Gonee 10° KOE/T;
a3poOHBIX MUKPO-

OpTaHU3MOB

Total Combined Yeast and not more than 10> CFU/g; /
mold count / obiuee 4ucno NA e 6onee 10 KOE/r;
JPOXOKEBBIX U TUTECHEBBIX

rpubos

Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 2.9 Acceptance value (47) not more than
OaHOpOAHOCTH 15.0 Tloka3arenb npuemMueMocTH (A7)
NO3HPOBAHHbIX €JMHHLY JoJoKeH 06Tk He 6omee 15,0.

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

ITpumedanue: [Tpogykt cooTBeTcTBYET TpeboBanusam HJI 3akawoyenne: OJJOGPEHO

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

[Toarotosneno: Rama kant ITposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoautens
\ r > Pavan Kumar Sharma o

Reprint Date / \ Reprint Date / Reprint Date /

Jara: 07.02.2025 Jara: 07.02.2025 Jara: 07.02.2025

Hepistered Office; 8-2-337 Read Mo, 3, Banjare Hills, Hw

G140 49G0 2800, Fax 81 4 }



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Vill. khoi, Maiagarh Read, Badgj,
Disit. Soian, H.P, 173 205, INDi4
Toi:+91 93166 56001-02

CEPTUOUKAT AHAJIM3A

wranp Orrodou com
, reqys.

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxcnpece (keTopoiak) TabaeTky, AHCHeprupyembple B N0JI0cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2500170 Batch Quantity / : 3600000 tab /
 Cepust Ne O0beM cepun 3600000 Tab

Analytical Repo:‘t No/ - 040002807985 Date of Analysis / . 07.02.2025

AHaguTH4YeckHil oTyeT No JlaTa aHAJIH32

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

JlaTa npoM3BOACTBA T'onen mo

Mfg. License No. / . .

IIpousBoacTBeHHAR : MNB/05/263 MA number: / : JIKI-N2(004669)-(PT-

Homep PY RU)
JHnen3ns Ne

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

Page 70of 9/ Cip. 7 u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabneroxk B
6nucrepe u3z (ITA/AJVIID ¢
Bharonorioturenem/I12BIT)
doneru // (XI3/AJT) donsru. Ilo
2 6aucTepa BMecTe C JIHCTKOM-
BKJIa/IbILIEM B navyxy
KapTOHHYIO.

i.:) Test / [lokaszaTeab Results / PesynbTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg/ 10.0 Mr From 90mg to 11.0 mg of
omnpejesieHue (99.8 %) C1sH13NO3°C4H INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 Mmr C]5H13NO3'C4H1 1NO3
(ketoponaka Tpomeramud) (or 90,0 mo
110,0 % oT 3asBACHHOTO KOJIUYECTBA) B
TabneTke.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / Conpepxanue 0.0971 Mr B TabneTke He menee 0,042 mr B TabneTke.
OYTHJIrHIPOKCHAHU30JIA
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucadHue yMaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / [lo 10 Tabnetok B
oucTepe u3 (ITA/AJITID c
pnaronornorurenem/[19BI1)  ¢onsru //
(IT3/AJT) doneru. Io 1 unu 2 6auctepa
BMECTE C JIMCTKOM-BKJIAJBIIIEM B IAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeyanue: [Iponykr cooTseTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axaouenue;: OJJOBPEHO

Prepared by /
Tloarorosnedo: Rama kmM

D~

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyt\'{?aomrrenb
Pavan Kumar Sharma

o

Reprint Date / \
Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Copistered Office: 8-

227, Read No. 2, Banjara Hills, Hyderabad - 560634, Telangang, India

Tel: +94 40 4500 2800, Fax. +91 40 4900 2629, Email: mail@drreddys.com

CIi: LE5195AP1G24PLEN04507

wwvLdrreddys.com




Dr. Recidy's Laboratories itd
Forimuiation Unit-6

®e
Dr. Reddy,s ‘.... Vill. ¥hol, Nalagarh Road, Baddj,

Distt. Soian, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Yol 45198366 56001-02
CEPTUD®UKAT AHAJIU3A daw.dereddys.can
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Ipoayxr: Keropoa® xcnpecc (keroposiak) TabaeTKH, AHCHePrupyeMbie B M0JI0CTH PTa, 10 mr
Market / PriHok :Russia / Poccus
Batch No / _ Batch Quantity / ~ 3600000 tab /
Cepusi Ne i U0 O6beM cepuu ~ 3600000 Tab
Analytical Report No/ . 040002807985 Date of Analysis / . 07.02.2025
AHajinTHIeCKHi oT4eT Ne Jlara apanusa
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
Jdarta npon3Boacrsa I'ogen go
Mfg. License No. / . .
Ilpon3BoacTBeHHas : MNB/05/263 MA number: / : TEN(OUAS =L
Homep PY RU)
nuuen3as Ne
Analysis performed according ND: / Anaaus nposegen 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 Puvity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BbINycKe J1eKAPCTBEHHOIO NPeNnapaTa KOHTPOJb KauecTBa Mo nokasarento «MUKpoGHONOTHYeCKas
4YHCTOTa» MPOBOAUTCA AS KaxA0ii 20-0ii cepuu, WK AJIR OAHOI CepUHU B IO, B 3aBHCHMOCTH OT TOF0, YTO
HACTYNHUT paHblUe.

| API name / Hanmenopanne A®C: | Ketorolac tromethamine / Ketoponaka TpomMeTaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHO007885
Homep cepun npounspoguteys APC:
FP Manufacturer API Batch number /
Homep cepuu cydOCTAHIIMH NPOH3BOAHTENA FERA00489
I'J1®:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoautennr APC, crpana: I-p Penau'c Jlabopatopuc Jita., Muaus
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) /
HauMeHoBaHHe, afpec, JMIEH3Us KA I-p Peanu’c Jla6opatopuc JIta., Mnaus, [IponssoacTeeHHoe
INpousBoacTeennas niomanka / Ilnomanka noapaszeienue-6, Bunn. Kxons, Hanarapx Poyn, bapm, J{uctprikr
KOHTPOJIS KadecTsa / Il1omagka BeIIycKa Conan, X.I1., 173205, Unausa (ymauensus 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 /
ITpumeuanue: ITpoaykT cooTBeTcTBYeT Tpebosanuam HJI Saxawyenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Rama kant I[Mposepeno: Pardeep Kumar | Omo6peno: Menemxep / Ptﬂfoaomrrenb
(h L ! p Pavan Kumar Sharma e
\b// c_ﬁl/‘__. \‘ /
Reprint Date / \ Reprint Date / Reprint Date / ‘
Hara: 07.02.2025 Hara: 07.02.2025 Jara: 07.02.2025
Registeresd Oifics

Tol 491 40

e direddys.com




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

®e
Dr. Reddy,s q_... viil, Xhol, Malagarh Road, Badd,

Disit. Solan, 1H.P., 173 205, INDA
CERTIFICATE OF ANALYSIS Tol:+91 92166 56003-02
CEPTHDUKAT AHAJIM3A wwwdrreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Jxcnpece (KeTopojak) TabaeTkn, AncHeprapyevbie B N0JIOCTH pra, 10 mr
Market / PeiHox :Russia / Poccust
Batch No / - V2500170 Batch Quantity / 3600000 tab /
Cepus Ne ' O06beM cepun ~ 3600000 tab
Analytical Repovrt No/ - 040002807985 Date of Analysis / . 07.02.2025
AHaJaurnyeckuii oTyeT No JlaTa aHaM3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
Jdarta nponssojcrea T'open go
SIS ENSD; / _ MA number: / . JITI-Ne(004669)~(PT-
‘ IlponsBoacTBeHHAsN : MNB/05/263 H :
omep PY RU)
auuensus Ne
Analysis performed according ND: / Ananns nposeien no HJL: 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 18 established».

3ak/ai0denne o cooTBeTcTBHH: «HacTOAIMM S HOATBEPXKAAI0, YTO IIPUBEJICHHAs BhIIIE HHPOPMAIUs SBISETCS
JOCTOBEpHOH ¥ TOUYHOM. DTa cepHs MPOAYKUHMHM NpoU3BeleHa (BKIOYAs YNMAKOBKY (MAapKHPOBKY) H KOHTPOIE
KadecTBa) HA BhHINIEYKA3aHHOM IIPOM3BOACTBEHHOH IUiomazgke (TUIOMIAAKaX) B IIOJHOM COOTBETCTBHM C
TpebGoBanusaMu [IpaBui HajnexameH IPOM3BOACTBEHHOM NPAaKTHKH EBPa3sHHCKOTO 3KOHOMUYECKOTO COIO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGoBaHHAME KOHTPOJIS Ka4eCTBA IEKapCTBEHHEBIX CPENCTB,
a TaKke B COOTBETCTBHM CO Crenn(UKAMUAME, COAEPKAMUMHICI B PETUCTPAIIHOHHOM JOCHE CTPAHBI-UMIIOPTEpA.
3anucH 110 IpOM3BO/ICTBY, YIAKOBKE H AHATM3Y IPOBEPEHBL, H YCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHusM I IpaBun
HajJIeXKallel IPOU3BOJACTBEHHON IIPaKTHKK EBpa3suiiCKOro SKOHOMHYECKOI'0 COX03a».

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

[Tpumeuanue: ITpoaykT cooTBeTCTBYeT Tpebobanrsam H/ 3axmouenne: OJIOBPEHO

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

IMoarotoeneno: Rama kant Q_\ Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykgBoanTens
Pavan Kumar Sharma LS

Reprint Date / T Reprint Date / Reprint Date / _

Hara: 07.02.2025 Hara: 07.02.2025 Jara: 07.02.2025

Rogisterad Office: 8-2-327, Read Ne. 3, Banjara Hills, Hyderabad - 566024, Telangana, India
) 2900, Faxe #9740 4900 2999, Email: mail@drreddys.com
CIN: L85195AP19584PLE004507
www.drreddys,.cem

el 91 40




