Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOHKAT AHAJTM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001 C2

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (Keropoak) Tabnerk, AHCHEPrupyemMbie B MOJIOCTH pra, 10 Mr

www.drreddys.com

Market / PhiHOK :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepna Ne V2500188 O06beM cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002808701 Date of Analysis / . 15.02.2025

AnanurnyeckHii oryer Ne JlaTa aHann3a

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

Jlata npoH3BOACTBA I'open g0

Mfg. License No. / ] .

IIpousBoacTBEHHAS : MNB/05/263 MA number: / ; JHIL-Ne(004669)-(PT-
Homep PY RU)

nuuenszun Ne —

Analysis performed according ND:

/ Ananuz nposenen mo HJI: JITT-Ne(004669)-(PT'-RU)-190224

Page10of9/Crp.1 m39

No . :
N Test / [TokazaTenb Results / Pe3yabTaTsl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrnsie
side. / Kpyrible MIOCKHe riockye TabieTku ¢ (ackol, CBETIOo-
TabaeTKH ¢ (hacKoi, CBETIO- KENTOro IBETa C paBUpOBKONH «l» Ha
XKEJITOTO 1IBETa ¢ TPaBUPOBKOH OJIHOH CTOPOHE.
«l» Ha OHOM CTOPOHE.
2 Identification / UnenTHdurkaums

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / V®-cnekTpel MOOrNOLLIEHHS
UCNEITYEMOTO pacTBOpa W pacTBopa
cTaHmapTHOro obpasua  KeTopoJjaka
TpoMeTaMHHA TOJKHBI HUMETh
MaKCHMYyMBI TIPHA OLHOM U TOM ke AJIMHE
BOJIHBI (+ 2 HM).

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

[Ipumeuanue: [Iponykr coorercTByeT Tpedoanuam HJI 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Bkecutive /

IToarorosnexo: Sarita IIposepeno: Santosh Kumar | Ono6peno: Menemwkep / IPykosoajiresis
% Maurya Abhishek Chauhan {

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025 Jara: 15.02.2025 Jara: 15.02.2025

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: L851954P1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
Y/ °9 Formulation Unit-6
Dr. Reddy S ‘.. Vill, Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS iy solan, H.P, 173 205, INDIA
CEPTI/I(I)HKAT AHAJII/I:‘;A TAl . Q1 Q01 66 56001,0’2

1<l L T s

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg "/*/¥-drreadys.com

Ipoaykt: Keropoa® Dxenpecc (keroposak) Tab1eTKH, JucHeprupyemMble B I0JOCTH pTa, 10 mr

Market / Puinok :Russia / Poccus

Batch No / - V2500188 Batch Quantity / 3600000 tab /
Cepus Ne ) O0nem cepuu " 3600000 Tab

Analytical Repo:‘t No/ - 040002808701 Date of Analysis / - 15.02.2025

AajmTHyecKuii oTyer Ne JlaTa anaau3za

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

JaTa npon3BoacTBa T'oaeH no

Mfg. License No. / ) .

IMpounsBoacTBeHHAR : MNB/05/263 S b : AECO0E06) (I

Homep PY RU)
Jnnenzusi N

Analysis performed according ND: / Ananus nposenen mo H/I: JITT-Ne(004669)-(PT'-RU)-190224
Page 2 of 9/ Crp. 2 m39

No

No Test / IokaszaTean 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 ynepxuBaHus
OCHOBHOIO TMHKa Ha XpoMaTorpaMme
UCIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATH BPEMEHH YAEPHHUBAHUA
OCHOBHOTO TMHKa Ha XpOMarorpaMmme
pactBopa CTaHIapTHOTO obpasua
KeToposiaka  TpoMeTamuHa  (pasznen
«KonuuecTBeHHOE OTNpesie/IeHUE»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykr coorBercTByeT Tpeboanusm HJI 3axaoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/ E{eculive /

[

IloarororneHo: Sarita & Ilposepeno: Santosh Kumar | Onobpeno: Menemxkep /|

VKDBT11TEHb

Maurya @ Abhishek Chauhan I

L
——

Reprint Date / Reprint Date / Keprint Date /
Hara: 15.02.2025 Hara: 15.02.2025 Hata: 15.02.2025

Registered Oifice: 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: L851954P1984PLCO04507
www.drreddys.com



Dr.Reddy'’s €%¢

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

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill, Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS iyt 5ojan, 1.9, 173 205, INDIA
CEPTUOUKAT AHAJIU3A ;. .57 93166 56001-02

www.drreddys.com

Iponykr: Keropoa® Dxenpece (keropoak) Ta6aeTKH, AMCIepripyeMble B II0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne e IED O0bem cepHH " 3600000 Tab

Analytical Report No/ - 040002808701 Date of Analysis / . 15.02.2025

AHauTHyecknii oryet Ne JlaTa aHaJ1H3a

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

JaTta npou3soacTBa Togen no

Mfg. License No. / . .

IIpou3BoaCTBEHHAS : MNB/05/263 S b e § SLR(Q0E000)S(RI=
Homep PY RU)

JuneHszus Ne

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

Page30of9/Crp.3 39

1;.00 Test / [TokazaTesnb Results / PesyabTaThi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymuneudpoxcuanuzon 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
yIep>KUBaHHS ITUKOB
2-6yTUNTHUAPOKCHAHH30I1a u
3-0yTHArHAPOKCHAHU3071a Ha
XpoMaTorpaMMe HCIHBITYEMOTO pacTBOpPa
JOJDKHBL ~ COOTBETCTBOBATh  BPEMEHAM
yAepKUBaHHSA TTIHKOB
2-OyTHITHIPOKCHAHU307a "
3-0yTWITHIPOKCHAHH30J1a Ha

XpoMaTorpaMme pacTBopa CTaHAapTHOIO
obpazia 6yTUNrHApoKCHaHN301a (pa3aen
«CopnepxaHve
OYTUNTHAPOKCHAHU30J1a»).

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykt cooTBeTcTBYET TpeOoBanusaM HJI

3aka

Conclusion : APPROVED /

OYCHHE: OI[OBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

[Toaroroeneno: Sarita Iposepeno: Santosh Kumar | OnobpeHo: Menemxep / Pykoogurelis
Maurya (5 Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Jara: 15.02.2025 Hata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: 97 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1L85195AP1984PLC0O04507
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®HUKAT AHAJIN3A

- ok ~MA N
el - +91 58166 56001-02

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

www.drreadys.com

Hpoaykr: Keropoa® Ixenpecce (keTopoaak) TabieTKH, Jucneprupyemble B M0JI0CTH pTa, 10 mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V200018 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002808701 Date of Analysis / . 15.02.2025

AHajuTHICeCKKRH oTdeT Ne JaTa anaausa

Date of Manufacture / . 01/2025 Date of Expiry/ . 1272026

JaTa npoH3BoACTBA T'ogen o

Mfg. License No. / . .

IIpousBoCTBeHHas : MNB/05/263 MiAsnumbers/ : (00602 S(ET=
Homep PY RU)

Jaunenzus Ne

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

Page 4 of 9/ Crp. 4 u3 9

i.:) Test / ITokasaTteJb Results / Pe3yabTaThbl Specification / Hopma
3 Average weight / Cpeansas 69.0 mg / 69.0 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mMr no 72,8 mr (70,0 Mr = 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OIHOpPOAHOCTHL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oomee = 10 %;
2/20 Tabnetox — He 6onee + 20 %.
4 Disintegration time / 00 min 27 sec / 00 MuH 27 cek Not more than 3 min. / He 6onee 3 MuH,
Pacnagaemoctnb
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 99 % Not less than 75% (Q) of
i CisH13NO3*C4H 1 INO; (ketorolac
Unir2 Aliaguet 99 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 98 % 75 % Q CisH13NO3*C4H 1 (NO;3
. (keToponaka TPOMETaMHH) 4epe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 96 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpogykr coorseTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBEEHO

Prepared by / Checked by /
[Moarorosaeno: Sarita 9

L. /"

Maurya

IpoBepeno: Santosh Kumar

Approved by: Manager|Executive /
Onobpeno: Menemxepy Pykosgautenb
Abhishek Chauhan

Reprint Date /
Hara: 15.02.2025

Reprint Date /
Jlata: 15.02.2025

Reprint Date /
Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN; L851954P1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

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

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIU3A

Tel ;401 92166 56001-02

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

www.arreadys.corit

Ipoayxr: Keropoa® Ikenpece (keToposak) TabjaeTku, AHCHEPTrHpYyeMbie B M0J0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccust

Batch No / ; Batch Quantity / 3600000 tab /

Cepus Ne & V2300188 O6bem cepHH " 3600000 Tab

Analytical Repovrt No/ - 040002808701 Date of Analysis / - 15.02.2025

AHamuTHyeckuii oTuet Ne JlaTa aHaJM3a

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

JlaTa npou3BoICcTBA I'onen no

Mfg. License No. / . o

IIpousBoacTBeHHAst : MNB/05/263 MA number: / ) JII-Ne(004660)-(PT-
Homep PY RU)

Junensus Ne =

Analysis performed according ND: / Auann3 nposegen mo HJI: JIII-N2(004669)-(PI'-RU)-190224

PageSof9/Crp.Sm3 9

i.oo Test / Tloka3aTens Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JlncnepcHocTh 710 pm sieve is formed. / OGpasyercs
ONHOpOIHas CYCNEH3MA, [MPOXOIsLlast
CKBO3b CHTO C pa3MEpPOM OTBEPCTHIA
710 MKM.
7 Impurities / [Ipumecu
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6o1ee 0,5 %;
ketorolac: / Huxe npeaena obuapyxenns (110
1-runpokcuaHanor =0.0010 %)
KeTopoNaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He Gonee 0,8 %;
1-KeToaHAaJIOT KeTOpOJIaKa
unidentified impurity / 0.02% not more than 0.5 %; / He Gonee 0,5 %;
eqUHWYHAs
HEUJICHTU(DULIHPOBAHHAS
MPUMECh
total impurities / 0.1% not morc than 1.0 %. / nic 6onee 1,0 %.
cymMMa npumecei
8 Water content / 2.0 % Not more than 7.0 %. /
CoaepixxaHnne BoAbl He 6onee 7,0 %.

Remarks : The Product conforms to ND/
Ipumedanue: IIponykr cooTeTcTBYET TpeboBanuam H/Q

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jata: 15.02.2025

Jara: 15.02.2025

Jara: 15.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Sarita ITporepeno: Santosh Kumar | Opo6peHo: Menerwkep /|[PykoBomuTENb

ﬂ“/‘ Maurya K Abhishek Chauhan :
Reprint Date / Reprint Date / Reprint Date /

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



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

CEPTUPUKAT AHAJIN3A

Te!: +21 98166 56001-02

Product : Ketorol Express (ket(;rolac) Orally Disintegrating Tablets 10 mg

www.drreddys.com

Ipoaykt: Keropoa® Dxcnpece (keToposiak) Tabaerku, Jucnepriapyemple B MOJOCTH pTa, 10 mr

Market / Prinok :Russia / Poccus
Batch No / : Batch Quantity / 3600000 tab /
Cepus Ne RS O6nem cepuH " 3600000 Tab
Analytical Repovrt No/ - 040002808701 Date of Analysis / - 15.02.2025
AHanuTndecKHi oTyer Ne Jlara ananu3za
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
JlaTa npor3BOACTBA T'ogen no
Mfg. License No. /

) MA number: / - JITI-Ne(004669)-(PI'-
IIpousBoacTBEHHAS : MNB/05/263 Howep PY " RU)

aunenzus Ne

Analysis performed according ND: / Anasin3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 u3 9

1;.00 Test / [Toka3aTeab Results / PesyabTatht Specification / Hopma
9 Residual solvents / OcTaTouHbIe OpraHN4ecKHe PacTBOPUTENU
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
UzonponaHon 08 Mmkr B TabneTke He Gonee 350 MKr B TabneTKe.

10 | Microbiological purity*/ MukpoGuosornyeckasi uucrora*

Total Aerobic Microbial
Count / obuIee YnCIO

not more than 10> CFU/g; /
He Gonee 10% KOE/r;

OJHOPOAHOCTD
MO3UPOBAHHBIX €IHHHL

NA
a9poOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10? CFU/g; /
mold count / o61ee 4ncio NA He 6onee 10> KOE/r;
JPOXOKEBBIX U IIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T
11 Uniformity of dosage units / 2.8 Acceptance value (4V) not more than

15.0 Moxka3zatens npuemieMocty (AV)
IOKeH ObITH He Ooee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanwe: [TponykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by / Checked by /
IMogroTtosneHo: Sarita
Maurya

>

IMpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / fykosguurens
Abhishek Chauhan f

Reprint Date /
Hara: 15.02.2025

Reprint Date /
Hara: 15.02.2025

Reprint Date /
Hara: 15.02.2025

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

Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

‘.o
! o Formulation Unit-6
Dr- Reddy s '. cevee Vil Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTUDUKAT AHAJIN3A o iy
el 1 +91 96166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Nponykr: Keropoa® Dxcenpece (keTopoaak) TabieTKy, JHCIEPrupyemMble B HOJ0CTH pTa, 10 Mr
Market / Prinok :Russia / Poccus
Batch No / - V2500188 Batch Quantity / 3600000 tab /
Cepus Ne ' O6bem cepuu " 3600000 Tab
Analytical Repo:‘t No/ - 040002808701 Date of Analysis / - 15.02.2025
AHaiuTHYecKHE oTueT No JlaTa ananu3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
JlaTa nposiBoacTBa T'ogen no
Micpbissosainog ‘ MA number: /  JITI-N2(004669)~(PT -
IIpouszBoacrBeHHast : MNB/05/263 :
Homep PY RU)
Jugensusi Ne
' Analysis performed according ND: / Ananns nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224
Page 70f 9/ Crp. 7 u3 9
1;.:) Test / Ilokazarenb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KoninuecTBeHHOe 10.0 mg/ 10.0 Mr From 9.0mg to 11.0 mg of
ompeeseHue (99.5 %) CisH3sNO3*C4H; INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
1 1,0 MT C15H[3NO3'C4H1 1NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asABJEHHOTO KOJHYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxkaHue 0.0915 mr B TabneTke He menee 0,042 Mr B TabneTke.
GyTHArMAPOKCHAHHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yMaKoOBKHU (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 tabmetok B
information leaflet in a carton | Gnuctepe n3 (TTA/AJI/TTD g
pack. / Ilo 10 Tabnerox B | Bnaromoriorurenem/II3BII) donbru //
onucrepe w3 (ITA/AJVIID ¢ | (II5/AJ) donbru. Ilo 1 uim 2 6mucrepa
siaronornotureneM/I19BIT) BMECTE C JIMCTKOM-BKJAABILIEM B IMauKy
donbru // (IIB/AJ) doneru. ITo | kapTOHHYIO.
2 6nucTtepa BMECTE C JTHCTKOM-
BKJIAIBIIIEM B NavyKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpoaykT coorBeTcTBYeET Tpeboanuam HJI 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Hxecutive /
[Toaroroeneno: Sarita IMpoeepeno: Santosh Kumar | Ono6peno: Menemxkep /[PykoBogurens
}?/, Maurya @ Abhishek Chavhan
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Jara: 15.02.2025 Jlara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 4971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
2 2 J Formulation Unit-6
Dr. Reddy s ‘-. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOHUKAT AHAJIA3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
IIpoaykr: Keropoa® Dkcnpecc (keTopoJiak) TabieTKH, AHCIieprHpyeMble B n0J10¢TH pra, 10 Mr
Market / PriHOK :Russia / Pocens
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne D O6bem cepun " 3600000 Tab
Analytical Repo:’t No/ - 040002808701 Date of Analysis / . 15.02.2025
AHanuTHYecKHi oTueT No JlaTa anajaun3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
JaTa npou3BoacTBa I'ogen oo
Mfg. License No. / ) .
IIponsBoaCTREHHAsN : MNB/05/263 MA number: / : JIL-Ne(004669)-(PT-
Homep PY RU)
_auneHsus Ne _—
Analysis performed according ND: / Auaau3s npoeegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 39

* 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 JIEKAPCTBEHHOrO NpenapaTa KOHTPOJIb KauecTBa Mo nokasatenio «Mukpobuosoruieckas
YUCTOTa» MPOBOAUTCS Ui Kamaoi 20-0ii cepuH, MM 4715 OAHOI cepUH B rol, B 3aBHCUMOCTH OT TOr'0, 4TO
HACTYMHT paHblie.

API name / Haumenopanue APC: Ketorolac tromethamine / Keroposnaka TpoMeTaMUH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABREI007885

Homep cepun nponspoautensa ADPC:

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHUMH NIPOH3BOAHTENN FERA00489

TJid:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouseoputens A@C, crpana: I-p Pennu'c JlaGoparopuc Jlta., Unausa

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) /

HaumeHoBaHue, ajpec, JHIEH3HA A J-p Peaau’c Jlabopatopuc JIta., Unaus, [lpousBoactBeHHoe
Ilponseoacreennasn niomaaka / Ilmomangka noapasnenenue-6, Bum. Kxons, Hanarapx Poyn, bamau, J{uctpukr
KOHTPOJA KadecTsa / Ilmomaaka Belnmycka Conan, X.I1., 173205, Uanusa (nuuensus 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: [Iponykt cooTBeTcTBYET Tpebosanusam HJL Sakmwoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

IToarororneHo: Sarita I[Tposepeno: Santosh Kumar | Oxobpeno: Menemwxkep / Pykosogurens
}2‘/" Maurya @ Abhishek Chauhan . f

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025 Jara: 15.02.2025 Jara: 15.02.2025

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




‘..0 Dr. Reddy's Laboratories Ltd.
y ° . :
R Formulation Unit-6
Dr. eddy S N Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS )
Distt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJIN3A _ e

V.01 Qo
Tel . 91956166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com

poaykr: Keropoa® Dkcnpece (KeTopo.aak) TabJIeTKH, AHCHEprupyeMble B H0J0CTH pTa, 10 mr

Market / Peiok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne VS OGbeM cepun " 3600000 Tab

Analytical Report No/ - 040002808701 Date of Analysis / . 15.02.2025

AHajiMTHYeCKHIT oTyeT Ne Jlara aHa;anza

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

Jata nponsBoacTBa T'open no

Mfg. License No. / ] o

IlponsBoacTBenHas : MNB/05/263 S0 BumbErsH : JIII-Ne(004669)-(PT-
Homep PY RU)

Jnuen3Hs Ne - -

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-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».

3akJj04eHne 0 cooTBeTcTBHM: «HacTosuM 1 MOATBEPIKIAr0, YTO IPUBEINCHHAs BbIUIE HHOOPMAIUA SBILAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepusi MPOAYKIIWH MpPOW3BeleHa (BKIIOYas YNAaKOBKY (MapKHPOBKY) H KOHTPOJIb
KauecTBa) Ha BBIIIEYKa3aHHONM NPOH3BOJACTBEHHOW IUIomanxe (IJIOmagKaX) B IIOJHOM COOTBETCTBHU C
TpeboBanusaMu [IpaBUI HaJUIEKAIEH IIPOU3BOCTBEHHON MPaKTHKH EBpasuilckoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) 1 TpeGoBaHMAMHU KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaK)Xe B COOTBETCTBHHM CO CIIEUGHKAINAMH, COJIEPKAMUMUCS B PETUCTPALIHOHHOM J0ChE CTPAHBI-UMIIOPTEpA.
3amucH 1o IPOU3BOACTBY, YIIAKOBKE M AHAITM3Y [IPOBEPEHBI, i YCTAHOBIEHO X COOTBETCTBHE TpeOoBaHuAM [Ipasu
HajIeKariei Tpon3BoJICTBEHHOMN MPAaKTUKH EBpazuiickoro 3KOHOMHUYECKOTO COI03a».

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

IMpumeuanue: [Ipoaykrt cootBercTByeT TpeboBanusM HJI 3axnwouenne: OJOBPEHO

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

IloarororneHo: Sarita IMposepeno: Santosh Kumar | Onobpeno: Menemxep / Fykosoayrensb
g >~ | Maurya C%’ Abhishek Chauhan -. K

L_‘,___
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Hara: 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507
www.drreddys.com



