Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02

CEPTH®HKAT AHAJIN3A

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopoa® Jxcnpece (keTopoak) TabieTki, AucneprupyeMbie B OJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne § NgHnDs O6beM cepil " 3600000 Tab

Analytical Repovrt No/ . 040002728863 Date of Analysis / - 18.11.2024

AHanUTHUECKH 0TUeT Ne Jara ananunsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta npoH3BOACTBA Togen 10

Mfg. License No. / i o

Ilpon3BoacTBeHHAS : MNB/05/263 T el . JII-Ne(004669)~(PT-
Homep PY RU)

JIHIeH3nss Ne

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

Page1of9/Crp. 1 139

| i:)) Test / [IokazaTenb Results / PesyabTaTnl 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. / Kpyrnble niockue nnockue Tabnaetku ¢ ¢ackol, cBemIo-
TabneTkH ¢ Gpackoid, CBETIIO- HKENTOro 1BeTa ¢ rpaBUpOBKOH «l» Ha
XKENTOTO IIBETa C TPAaBUPOBKOH OJTHO# CTOpPOHE.
«» Ha OHO# CTOpOHE.
2 Identification / Uaentudunkauus
Ketorolac / Kemoponax Complies / CooTBeTCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO®-cnekTpbl NOIJOLICHUSA
UCIIBITYEMOTO  pacTBopa H  pacTBoOpa
cTaHmapTHOro  obpasla  KeTopoJaka
TpoMeTaMHHa JOJDKHDL HUMeThb
MaKCUMYMBI [IpY OJHOMH ¥ TOH XKe AnHe
BOJTHBL (+ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[Npumeuanue: [IpoaykT coorBeTcTBYeT Tpebosanusm HJI

Zakawuenne: OJOBPEHO

Prepared by / f Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana J ITpoBepeHo: Santosh Kum:% Ono6peno: Menemxep / Py hOBO}:[HTC)lL b

/~~ | Maurya 2 | Pavan Kumar Sharma | "
Reprint Date / Reprint Date / Reprint Date / -
Hara: 18.11.2024 Hara: 18.11.2024 Jara: 18.11.2024

Regisiered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +81 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIN: L85195AP1984PLLO04507

wwadireddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Kihol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!IA
Tel : +91 98166 56001-02

CEPTHD®UKAT AHAJIM3A

www.drreddys.com

"Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Ixenpece (keTopoak) Tabaerkn, AucneprapyemMble B H0JI0CTH pTa, 10 mMr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne V2402204 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002728863 Date of Analysis / - 18.11.2024

AHanuTHHecKHH oTueT No Jara ananuza

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2026

JaTa npoM3BoacTBa Topen go

Mfg. License No. / )

Ilpou3BoacTBEEHHAS - MNB/05/263 MA number: / : JIII-N2(004669)~(P1 -
Homep PY RU)

JHueH3ns Ne

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

Page2 of 9/ Crp.2 n3 9

No
No

Test / Iloka3zaTennb

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). / BpeMs yaepxuBaHus
OCHOBHOIO NHMKa Ha XpomarorpaMmme
HCIBITYEMOTO pacTeopa IOJIKHO
COOTBETCTBOBATh BPEMEHU YIEPXKUBaHHUS
OCHOBHOI'G MHMKa Ha XpoMarorpaMmme
pactBopa CTaHAaPTHOTO obpasna
KeToponaka  TpoMeTaMHHa  (pasgen
«KOJMYeCTBEHHOE OMPENENEHUEN).

Remarks :

The Product conforms to ND/
[Tpumeuanue: Ipoaykt cooteTernyeT Tpebopanusam HT

Conclusion : APPROVED /
3axknouenne: OJJOBPEHO

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

Ioarortoeneno: Pravesh Rana i [Tpoeepeno: Santosh Kuma Onobpeno: Menemxep / I’ymxaomrr;énb -
Maurya {.-,%__ Pavan Kumar Sharma ot T ot

Reprint Date / Reprint Date / Reprint Date / -

Jara: 18.11.2024 Hara: 18.11.2024 Hara: 18.11.2024

Registered Office:

Road No. 2
Tel:

8-2-337, , Banjera Hills, Hyderabad - 560034, Telangana, India
+G1 40 4900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com

CIN: L851935AP1984PLCO04507

www.direddys.com




Dr. Reddy's Laboratories Ltd.

=3 £ i o

, . ormulaticn Unii-6
Dr. Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIN3A IEN: S CE e OGOk
www.drreddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpecc (keToponak) TabjaeTKH, AucieprupyemMbie B NOJI0CTH PTa, 10 mr

Market / Prinok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne V2402204 OG6Bem cepHH " 3600000 Tab

Analytical Repourt No/ . 040002728863 Date of Analysis / . 18.11.2024

AHanuTu<eckuii oryer Ne Jarta ananusa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JaTa npoMiBoacTBa Tomen no

Mfg. License No. / ) .

IponssoacTBeHHan : MNB/05/263 MA number: / 5 SN0 6)(RIS
Homep PY RU)

Juuensnst Ne

Analysis performed according ND: / Ananus nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224
Page30f9/Crp.3 w39

1;.00 Test / [lokasaTesnb Results / Pe3yibTaThl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymuneudpoxcuanuson 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
yIepXKHBAHHUA TTHKOB
2-6yTUATHAPOKCHAHH301a "
3-6yTHArHAPOKCHAHU30JIA Ha
XpOMAaTorpaMMe HCIbITYEMOTO pacTBOpa
JOJDKHBI  COOTBETCTBOBATH BpeMeEHaM
yIOEeP)KUBAHHA MTHKOB
2-0yTWITHAPOKCHAHK30J1a u
3-6y TUITHAPOKCHAHU301 Ha
XpOMaTorpaMme PacTBOpa CTaHAapTHOTO
obpastia 6yTUNrHApoKcHanusona (pasaen
«CopnepxaHue
OYTHIITHAPOKCHAHU30JIa).

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

ITpumeuanue: [Ipoaykr cooTBeTcTByeT Tpebosanusm HJI Zakmouenue: OJJOBPEHO

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

IToxrorosneno: Pravesh Rana | Iposepeno: Santosh Kumay, | Ono6peno: Menemxkep / Pykosonnregs’

Maurya \,;b_ Pavan Kumar Sharma L= =
Reprint Date / Reprint Date / Reprint Date / =
Jara: 18.11.2024 Jara: 18.11.2024 Jata: 18.11.2024

registered Oifica: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddvs.com
CIMN: L851254P1984PLL0D0AS0T7 l
wwwvedrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpece (keroposak) TabaeTku, AHcneprupyeMble B 0JOCTH pra, 10 Mr

Market / Prisok :Russia / Poccust ]

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2402204 O0bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002728863 Date of Analysis / . 18.11.2024

AHanuTu4eckHii oTueT Ne Jarta ananusza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JlaTa npoM3BOACTBA T'ogen no

Mfg. License No. / . .

IlpousBoacTBEHHAS - MNB/05/263 MA number: / : JIII-Ne(004660)-(PI-
Homep PY RU)

aunenzus Ne

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

Page4 of 9/ Crp. 4 m3 9

1;.? Test / IlokasaTeJb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeanssi 70.3 mg/70.3 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr o 72,8 mr (70,0 mr = 4,0 %).
Complies / CoOoTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OnaHOpOAHOCTE Macehl 2/20 tablets - not more than = 20 %. /
18/20 Tabnetok — He Oonee + 10 %;
2/20 tabnetok — He 6o1ee = 20 %.
4 Disintegration time / 00 min 39 sec / 00 mun 39 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopeHne Unit-1 / Tabn-1 98 % Not less than 75% (Q) of
. Ci5H3NO;°C4H;1NO; (ketorolac
Unit-2 / Tabn-2 L tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 101 % 75 % Q C15H13NO3+CsH 1 NOs
. (keTopoiaka TPOMETaMHH) Y€pe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
IMpumeuanue: IlpoaykT cooTBeTcIBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

Prepared by /
[Toarorosneno: Pravesh Rana

1

Checked by /

IIposepeno: Santosh Kuma:

Maurya

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoauigib
Pavan Kumar Sharma P

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Jara: 18.11.2024

Reprint Date / o
Jara: 18.11.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, IND!A

CERTIFICATE OF ANALYSIS Tol : 491 98166 56001-02

CEPTIl ql'I'l_KAT f\HA.T[HBA www.drred dy&co m

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Drenpece (keToposak) Tadaerk, AucneprupyemMbie B H0JI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne P igHE O0beM cepHH " 3600000 Tab

Analytical Report No/ . 040002728863 Date of Analysis / . 18.11.2024

ApanuTudecknii oTuer Ne Jara ananu3za

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

Jlara npou3BoacTsa T'ogen xo

Mfg. License No. / ) .

Ilpon3BoacTBEHHAA - MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-

Homep PY RU)

_HneH3us Ne

Analysis performed according ND: / Ananus nposejen no HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page 50f9/Crp. S w3 9

1;.:) Test / [lokazaTenb Results / PesynbTatsl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 um sieve is formed. / O6pazyercs
OQHOpOJHAs CYCIICH3MSA, IPOXOOAILASL
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.
7 Impurities / IIpumecu
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / Huxe npenena oGHapyxenns (ITO
1-rugpoKcHaHaIor =0.0010 %)
KEeTOpoJiaKa
1-keto analog of ketorolac / 0.07% not more than 0.8 %; / He 6onee 0,8 %;
1-keTo@aHanor KeTopoJiaka
unidentified impurity / not more than 0.5 %; / ne 6o1nee 0,5 %;
eIMHUIHAS \
HeUIeHTHUIMPOBaHHAas 0.01%
npuMech
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npumeceit
8 Water content / 33% Not more than 7.0 %. /
CopepxaHue BOAbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraiM4ecKne pacTBOPHTENIH

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

INpumeyanne: [poaykr coorsercryeT Tpedosannsm HJL 3axmwyenune: OJJOBPEHO
Prepared by / )| Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pravesh Rana .~ Ipoeepeno: Santosh Kun Ono6peno: MeHemxkep / Pymmmncﬁ N
Z~ | Maurya ‘E Pavan Kumar Sharma 1=
Reprint Date / Reprint Date / Reprint Date /
Hara: 18.11.2024 Jara: 18.11.2024 IMara: 18.11.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 40 4900 2999, Ermnail: maii@drreddys.com

CIN: L35195AP1984PLCO04507
www.direddys.com




Dr. Reddy's Laboratories [td.
Formulaticn Unii-6

@ =
Dr, Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHEKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxykr: Ketopoa® Dxcnpecce (keToposak) TabjieTku, AucneprapyemMble B MoJI0CTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V202008 O0nem cepnn " 3600000 Tab

Analytical Repovrt No/ . 040002728863 Date of Analysis / . 18.11.2024

AHaguTHHeCKHHA oTyeT No JlaTa anasnza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npoM3BoacTBa T'omen oo

Mfg. License No. / . .

IlpousBoacTBeHHAs : MNB/05/263 s, numb e 5 ik Ne(OU1967)=(RI=
Homep PY RU)

aHueH3ng Ne

Analysis performed according ND: / Auaaus nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
Page 60of 9/ Cip. 6 u3 9

i.g Test / [TokasaTennb Results / Pe3yabTaThl Specification / Hopma
Isopropyl alcohol / 7 pg/tab/ Not more than 350 pg/tab. /
H3onponaHon 7 MKr B TabsieTke He 6onee 350 Mkr B TabneTke.

10 Microbiological purity*/ Mukpo6nonornveckas yucrora*

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

Count / ob1ee 4uciI0 He 6onee 10° KOE/r;

a3poOHBIX MUKPO-

OpTaHH3MOB

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

mold count / obiee yucno He Gonee 10% KOE/T;

JPOXOKEBBIX U IUIECHEBBIX

rpuboB

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

11 Uniformity of dosage units / 4.8 Acceptance value (47) not more than
OnHopoaHOCTh 15.0 ITokasatens npuemneMocty (4V)
JI03UPOBAHHBIX €MHHL JoJDKeH ObITh He Gonee 15,0.

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

ITpumeuanue: Ilpoaykt cootseTcyByeT Tpebopanusam H/T 3axmwuenne: OJJOBPEHO

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

IMonroroeneno: Pravesh Rana j IMpoeepeno: Santosh Kuman- | Onobpeno: Menemiep / P}‘KOBOJ:[I-IT&J‘HEJ}{; i
~ | Maurya #) _| Pavan Kumar Sharma 1=

Reprint Date / Reprint Date / Reprint Date / -

Hara: 18.11.2024 Hara: 18.11.2024 Hara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangzna, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2929, Email: maii@drreddys,com
CIN: L851554P1984PLLO04A507
www.direddys.com




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

P
Dr. ReddY’s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIN3A www.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keTopoak) TabjleTKH, ANCIeprupyeMble B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne § V2402204 Qo6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002728863 Date of Analysis / . 18.11.2024

AHanuTHYeCKHi oTYeT No JlaTa anaiu3za

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JaTta npou3BoacTBa T'open mo

Mfg. License No. / . .

IlpousBoacTBEHHAS : MNB/05/263 e g S (O H06)S(EI=

Homep PY RU)

JIMIeH3Hs Ne

Analysis performed according ND: / Ananns nposeaen mo HJL: JITI-Ne(004669)-(PT'-RU)-190224
Page 70f9/Crp. 7u3 9

No

No Test / Iloka3aTeJsb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KotudecTBeHHOe 10.0 mg / 10.0 mr From 9.0mg to 11.0 mg of
onpeneJieHue (99.7 %) CisH;3NO3*CH;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 MT C15H13NO3°C4H11NO3
(ketoponaka Tpomeramus) (ot 90,0 no
110,0 % oT 3asABJIEHHOTO KOJMYECTBa) B
TabJeTkKe.
13 | Butylhydroxyanisole 0.0959 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0.0959 mr B TabneTke He menee 0,042 mr B TabneTke.
GyTUArHIPOKCHAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHie ymakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 TabneTok B
information leaflet in a carton | 6Guucrepe u3 (TTA/AJITID c
pack. / Ilo 10 Ttabnerox B | Bnaromoraoturenem/IIOBIN) doneru //
6mucrepe uz  (IIA/AJVIID ¢ | (II2/AJT) doneru. ITo 1 wiu 2 Gaucrepa
Biaronorjorurenem/I[12BIT) BMeCTE C JIMCTKOM-BKJIZJIblIIEM B IA4Ky
domvru // (IID/AJ]) poneru. Mo | kapToHHYIO.

2 6aMcTepa BMECTE C JIUCTKOM-
BKJIaBIIIEM B navyKy
KapTOHHYIO.

* 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,

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

[Mprmeuanue: [IponykT coorBercTByeT TpeboBanuam HJI Zakmouenne: OJOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive / 2,

INoarorosneno: Pravesh Rana..ff, | Tpoeepeno: Santosh Kumag | Onobpeno: Menemiep / Pykosopurens (| ——
&~ | Maurya : %J_Pavan Kumar Sharma L

Reprint Date / Reprint Date / Reprint Date /

Hara: 18.11.2024 Jara: 18.11.2024 Jara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCO04E0DT
wavy, drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : 491 98166 56001-02

CEPTHOHUKAT AHAJIH3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcenpece (keTopoaak) Tab/ieTkn, AHCHePrapyemMbie B MOJOCTH pTa, 10 mr
Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne 5 VEdlas0t O6bem cepnn " 3600000 Tab
Analytical Report No/ - 040002728863 Date of Analysis / . 18.11.2024
Ananurnvecknii oTuet Ne Hara ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JlaTa nmpom3BoJcTBA Iopen 1o

Mfg. License No. / . .
IIpousBoacTBeHHAS : MNB/05/263 prALAumberi; e e DR EGRSEELS

Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Ananmu3s nposegen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 m3 9

* [IpH BbIMYCKeE JeKaPCTBEHHOrO NPenapaTa KOHTPO/Ib Ka4ecTBa Mo nokasarenio «MukpoGuonorayeckas
YHCTOTAY» MPOBOANTCS AJs Kaxa0il 20-0if cepuu, HAM /st OXHOI CEPHM B TOJ, B 3AaBUCHMOCTH OT TOr0, 4TO

HaACTYNHUT paHbLIE.

API name / Haumenosanue ADPC:

Ketorolac tromethamine / Ketoposiaka TpOMETAMUH

INN / MHH:

Ketorolac / Keroposak

API manufacturer batch number /
Howmep cepun npoussoauteys APC:

ABRH007412

FP Manufacturer API Batch number /
Homep cepud cyGCTAHIHH NPOH3BOXHTES
IJ®:

FERA00458

API Manufactured by & country /
IIpoussognTtens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peanu'c JlaGopartopuc JIta., UHaus

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

HauMeHoBaHHe, apec, JHIEH3HA A
IpoussoacTBenHas niaomanka / Ilnomanxa
KOHTpoas KayecTsa / Ilnomanka Bpimycka

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 Jlabopatopuc JIta., Unaus, [Ilpoussoncreennoe

noapasaenenne-6, Bunn. Kxons, Hanarapx Poyn, bapau, Jluctpukr
Conan, X.I1., 173205, Unausa (auuensua nomep 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 (No. GMP/EAEU/RU/005 54-2022 dt.

Remarks : The Product conforms to ND/

IIpumeuanue: [Tpoayxt cooTBeTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Jara: 18.11.2024

Jlara: 18.11.2024

Jara: 18.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana z Iposepeno: Santosh Kumar | Onobpeno: Metekep / Pykosonurenp!

r_- | Maurya V.4 Pavan Kumar Sharma = e
Reprint Date / Reprint Date / Reprint Date / o

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel; +61 40 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: LB5135AP1984FLCOD4AS0D7
www.drreddys.com




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

ITpoaykr: Keropoa® Dxcnpecc (keropoJiak) Tab1eTKn, AMceprupyembie B no10¢TH pra, 10 mr
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne o O6nem cepun " 3600000 Tab
Analytical RepoE't No/ - 040002728863 Date of Analysis / . 18.11.2024
AHaguTHueckunii oryer Ne Jlara anaau3za

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jara npon3soacTsa T'onen no

Mfg. License No. / . .
IlpousBoacrBeHHAs! : MNB/05/263 e . JUI-Na(004669)~(PT-

Homep PY RU)

JrueHnsus Ne

Analysis performed according ND: / Anasn3s nposeaen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
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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».

3akiloueHne o0 cooTBercTBHN: «HacToAIMM g IMOATBEPXKIAI0, YTO NMPUBENCHHAS BBIIE HHQOPMAIHs SBALETCA
JNOCTOBEPHOR M TOYHOH. DTa cepHs MPOAYKUMH MpoW3BeaeHa (BKIFOYAs YIAKOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BBINEYKA3aHHOW POMU3BOACTBEHHOH IIomaAKe (IUIOIAAKax) B IOJHOM COOTBETCTBHH C
Tpe6opanusaMu [Ipasiin Hajuiexaleil IPOM3BOJCTBEHHOM NPaKTHKH EBpasHICKOro SKOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGoBaHUAMHU KOHTPOJLA KQ4ECTBA JIEKAPCTBEHHEBIX CPE/ICTB,
a TaKKe B COOTBETCTBHMHM CO CIECHUGHUKAIUIMHA, COACPKAIUMHUCA B PETHCTPAIIMOHHOM JIOChE CTPaHbI-UMIIOPTEpA.
3aIUCH 110 IPOM3BOJICTBY, YIIAKOBKE H aHANM3Y IIPOBEPEHBL, ¥ YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanusam [Ipasun
HaaJIeXKanle MPON3BOJCTBEHHOMN NPaKTUKK EBpasHiCKOro 5SKOHOMHYECKOTO COK03a%.

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

INpumeuanwe: [poaykt coorBeTcIBYET Tpeboanuam HJJ 3aknwuenune: OJJOBPEHO

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

IMoarorosneHo: Pravesh Rana IIposepeno: Santosh Kumar | OnobpeHo: Menemxkep / Pykopoanteins .
Maurya 'ﬁ_ Pavan Kumar Sharma '[\t’f/q

Reprint Date / Reprint Date / Reprint Date / -

Jata: 18.11.2024 Jara: 18.11.2024 Hara: 18.11.2024




